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ABSTRACT 


This  thesis  consists  of  (1)  a  literature  review,  (2)  the 
development  of  a  methodology  for  a  profile  analysis  and  (3)  its 
subsequent  application  to  a  limited  sample  of  the  Connecticut 
End  Stage  Renal  Disease  population. 

Attention  is  given  to  the  equivocal  role  of  the  physician  as 
manager  of  the  patient  care  team,  the  role  of  allied  health 
professionals  in  E.S.R.D.  patient  care,  and  the  need  for  greater 
chart  documentation. 
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INTRODUCTION 


The  medical  record,  always  the  general  chronologue  of  a 
patient's  illness  and  his  treatment  successes  and  failures  is 
assuming  an  important  role  as  a  medico-legal  and  routine  quality 
of  care  assessment  document.  The  assignment  of  the  pivot  role  to 
the  medical  record  is  logical  since  there  is  no  other  widely 
utilized  composite  information  source  which  details  the  daily 
management  (professional  and  ancillary  services  report)  and 
condition  of  the  patients.  Some  problems  arise  from  this  assign¬ 
ment;  however,  i.e.,  the  questions  of  accuracy  and  completeness. 
Inconsistent  quality  in  either  will  militate  against  the  validity 
of  this  instrument  in  assessing  patient  care. 

Nonetheless,  the  importance  of  this  document  for  quality 
assessment  and  cost  control  as  perceived  by  the  U.S.  Legislature 
arid  the  concurrence  by  the  medical  profession  with  at  least  the 
former  role  is  underscored  by  the  mandated  5  year  retention  of 
the  medical  record  for  adults  and  effectively  greater  than  or 
equal  to  3  years  for  minors  by  P.L.  92-603. 

Chart  documentation  will  logically  reflect  the  nature  and 
phil  osophy  of  a  physician's  medical  education  and  training  as 
well  as  any  diploma  and  board  certification  evidence. 

The  need  for  an  analysis  of  the  Connecticut  dialysis  experience 
is  aptly  identified  by  the  response  of  Network  Coordinating 
Council  No.  27' s  response  to  Network  No.  3 ' s  criterion  and 
standards  final  report. 
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"...It  is  clear  that  many  networks  will  not  have  similar 
resources  available  to  develop  a  comprehensive  review  system 
in  a  short  time  period.  Nevertheless,  we  think  it  is 
critical  to  the  meaningful  interest  and  cooperation  of  our 
member  units  that  a  program  such  as  the  California  project 
be  developed  on-site  in  the  respective  networks  with  the  full 
participation  of  their  members.  Therefore,  we  are  in 
agreement  with  the  conclusion  of  the  task  force  which 
stresses  the  necessity  for  locally  developed  criteria  as  a 
basis  for  the  M.R.B.  function.  We  also  concur  with  the  need 
for  MRB  unanimity  in  the  criteria  setting  process." 

^"Perhaps  the  BQA  would  consider  funding  a  second  project 
here  in  Connecticut  where  we  already  have  a  registry  in 
place  and  where  the  predominate  setting  of  dialysis  differs 
significantly  from  the  Northern  California." 

The  BQA  (Bureau  of  Quality  Assurance)  recommends  two  ways 

for  analysis  of  a  given  network's  dialysis  experience:  Medical 

care  evaluation  (MCE)  and  profile  analysis.  The  former  entails 

the  initiation  and  completion  of  an  evaluation  of  patient  care 

including  criteria  development  and  deficiency  correction.  The 

latter  is  meant  to  assist  in  problem  definition  and  assessment  of 

program  effectiveness  via  analysis  of  aggregate  patient  data. 

This  profile  analysis  (PA)  should  display  patterns  of  health  care 

services  rendered  over  a  specific  time  period.  It  is  important 

to  remember  the  PA  can  not  be  expected  to  provide  definitive 

answers  concerning  the  appropriateness  on  the  quality  of  care, 

per  se.  This  does  not  weaken  its  theoretical  potential  for 

problem  identification  and  its  significance  as  a  methodologic 

starting  point  for  any  subsequent  MCE  study. 
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This  thesis  will  consist  of  two  major  blocks;  a  literature 
review  and  a  profile  analysis  of  a  select  group  of  the  Connecticut 
dialysis  population. 

The  literature  review  presents  the  non-static  history  of  the 
development  of  hemodialysis  technology,  the  E.S.R.D.  policy 
debate,  the  role  of  the  federal  government  agencies  in  E.S.R.D. 
program  capability  evolution,  a  presentation  of  the  legislation 
and  a  synopsis  of  program  capability.  An  overview  of  the  evolution 
of  medical  review  and  its  role  in  cost  and  quality  control  is 
also  herein  presented. 

The  remainder  of  this  thesis  deals  with  (1)  the  instrument 
development  for  the  profile  analysis,  (2)  examination  of  its 
revelations  and  (3)  my  conclusions  and  recommendations. 
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LITERATURE  REVIEW 

Medical  Evolution 

The  twentieth  century,  more  so  than  any  other  in  known 
recorded  history,  has  been  and  will  undoubtedly  continue  to  be  an 
explosive  age  of  technologic  innovation.  This  innovation  has 
touched  the  "Western"  world  with  greater  discernible  impact  than 
much  of  the  yet  technologically  undeveloped  world.  It  has 
reached  from  its  scientific  cradle  into  the  realm  of  philosophy 
and  religion  and  consequently  demands  and  challenges  our  abilities 
to  incorporate  scientific  progress  into  previously  established 
concepts  of  life,  the  value  of  life  and  morality. 

The  artificial  kidney  and  renal  transplantation  represents 
the  present  zenith  of  the  medical  technologic  progress  and  drama¬ 
tically  underscore  the  aforementioned  challenge. 

^"Clinically,  the  artificial  kidney  machine  is  the  first 
artificial  substitute  for  a  whole  natural  organ  and  kidney 
transplantation  is  the  first  surgical  procedure  for  trans¬ 
planting  a  whole  natural  organ  from  one  individual  to 
another. " 

The  theoretical  groundwork  for  the  artificial  kidney  preceeded 
its  present  utilization  as  the  professional  mainstay  for  the 
treatment  of  patients  with  End  Stage  Renal  Disease  by  more  than 
fifty  years.  Many  investigators,  parallel  scientific  inquiries,  and 
fortuitous  discoveries,  all  figure  prominently  in  the  evolution  of 
hemodialysis  therapy.  The  discovery  of  Heparin  in  1918,  cello¬ 
phane  1920's  and  teflon  in  1938  and  the  Scribner  Shunt  in  1960, 
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all  facilitated  the  practical  application  of  the  artificial 

kidney  machine  first  developed  by  a  Dutch  physician,  William  T. 

Kolff,  in  Nazi  occupied  Holland  in  the  early  1940's. 

4"The  search  for  an  artificial  substitute  in  the  form  of  an 
extra-corporeal  machine  dates  most  directly  from  the  early 
part  of  this  century.  In  November,  1912,  John  T.  Abel, 
Leonard  G.  Rountree,  and  B.  B.  Turner,  working  at  Johns 
Hopkins,  performed  an  experiment  that  involved  drawing  blood 
from  dogs,  passing  it  by  means  of  arterial  cannula  through  a 
tubular  "celloidin"  semi-permeable  membrane,  and  filtering 
diffusable  substances  from  the  blood  back  into  the  animal 
through  a  venous  cannula." 

^"Kolff  published  his  results  in  1944,  but  Alwall  in  Sweden 
and  Murray  in  Canada  published  results  of  clinical  dialysis 
in  1947.  All  three  physicians  were  working  independently  of 
each  other  and,  until  the  appearance  of  Kolff's  article 
without  knowledge  of  each  other." 

The  first  artificial  kidney  machine  built  in  America  was 
called  the  Kol ff-Brigham  machine.  Kolff  supplied  the  engineering 
drawings  from  his  machine  to  investigators  at  the  Peter  Bent 
Brigham  Hospital  in  1947.  From  the  introduction  of  the  arti¬ 
ficial  kidney  into  America  until  1960,  the  machines  were  used 
extensively  for  treatment  of  patients  with  renal  failure  and  to 
stabilize  patients  awaiting  transplantation.  Its  usage  was 
responsible  for  the  differentiation  of  acute  renal  failure  from 
chronic  renal  failure. 

^"The  use  of  the  artificial  kidney  from  the  late  1940's 
until  1960's  led  gradually  to  the  distinction  between  acute 
and  chronic  renal  failure." 


- 
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The  identification  of  chronic  renal  failure  as  a  patho¬ 
physiologic  entity  and  the  development  of  the  rudimentory  apparatus 
for  its  palliation  naturally  generated  considerable  discussion 
within  the  medical,  scientific,  and  lay  communities  concerning 
the  applicability,  reliability  and  dangers  of  hemodialysis. 

Central  to  the  heart  of  the  debate  was  the  question  whether 
hemodialysis  was  in  the  experimental  stage  or  could  be  considered 
established  therapy.  The  leading  investigators  could  often  be 
quoted  giving  contradictory  opinions  on  the  progress  of  hemo¬ 
dialysis  along  what  Rettig  calls  the  experimental  -  therapeutic 
continuum.  The  question  was  not  "authori tati vely"  resolved  until 
7  years  after  Scribner  first  revealed  his  shunt  to  the  scientific 
community.  The  Gottschalk  Committee  stated  in  1967  that  dialysis 
and  transplantation  could  be  considered  established  therapies. 

^"Schreiner,  Merrill,  Teschan,  Bleumle,  Kolff  and  a  few 
others  were  present.  Schreiner,  an  editor  of  the  Trans¬ 
actions  had  Scribner  and  his  colleagues  submit  their  three 
papers  on  their  work.  These  papers  were  inserted  and 
discussion  presumably  from  the  hotel  room  was  included  as  if 
it  were  transcript  of  the  questions  and  answers,  and  thus 
the  news  first  appeared  in  the  literature." 

In  the  debate  on  whether  dialysis  was  experimental  or 
therapeutic  the  Gottschalk  Committee  in  its  1967  report  can 
be  regarded  as  the  most  authoritative  statement  that  both 
dialysis  and  transplantation  were  to  be  regarded  as  estab¬ 
lished  therapies." 

The  early  days  of  dialysis  could  be  characteri zed  as  some¬ 
what  tumultuous  and  the  initial  patients  were  instant  celebri¬ 
ties.  Greater  familiarity  with  the  technique  of  dialysis  and  its 
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dangers  as  well  as  increased  appreciation  for  the  pathophysiology 
of  renal  failure  and  its  sequelae  have  lead  to  a  more  uniform 
approach  to  the  management  of  patients  with  E.S.R.D.  Numerous 
new  and  remodeled  machines,  dialysates,  paraprofessionals , 
professionals  and  paraphernalia  have  contributed  to  the  unequi¬ 
vocal  emergence  of  hemodialysis  as  the  predominent,  if  not 
preferred,  method  of  treatment  for  patients  with  end-stage  renal 
disease.  As  a  consequence  of  the  diligence  of  the  aforementioned 
health  care  personnel,  the  survival  of  dialysands  has  increased 
significantly  since  the  "early  days,"  but  no  considerably  greater 
increase  in  life  expectancy  is  anticipated  in  the  near  future 
through  improvements  in  dialysis  technology.  The  small  amount  of 
money  available  for  research  and  development  of  dialysis  and 
transplantation  therapies  and  technology  relative  to  the  total 
amount  spent  on  E.S.R.D.  patient  care  attest  to  the  governments 
disposition  and  underscores  the  difficulty  that  is  encountered  by 
investigation  interested  in  dialysis  R  and  D. 

^"According  to  the  National  Institute  of  Health  Data  for 
fiscal  year  1976,  funding  for  research  and  development  on 
renal  failure,  dialysis  and  transplantation  amounted  to  13.3 
million  which  is  only  1.5%  of  the  amount  expended  in  1977 
for  care  of  patients  with  uremia." 

Patients  starting  dialysis  therapy  dependent  upon  the 

etiology  of  their  renal  failure  and  the  presence  or  absence  of 

concomitant  dialysis-related  and  non-related  infirmity  can  expect 
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an  85-90%  chance  of  survival  at  the  end  of  1  year,  60%  survival 
at  5  years  and  greater  than  or  equal  to  35%  chance  of  survival  at 
10  years.  Equally  important  in  predicting  the  survival  of 
patients  with  E.S.R.D.  is  the  mode  of  dialysis  therapy  which  they 
receive. 

Home  dialysis  has  the  best  survival  rate  followed  by  facility 
dialysis.  The  difference  in  survival  is  greater  in  the  first  few 
years  of  treatment  and  decreases  steadily  as  reflected  by  the 
end-of-year  survival  rates  published  in  the -February  16,  1978 
NEJM  shown  in  Figure  1(e). 

Paradoxically  the  percentage  of  patients  on  home  dialysis 

has  been  decreasing  consistently  since  the  federal  government 

started  paying  for  dialysis  treatment. 

10"ihirdiy  there  has  been  a  sustained  decrease  in  the  pro¬ 
portion  of  hemodialysis  patients  treated  at  home  from  39.8% 
in  1972  (the  year  before  federal  assumption  of  the  cost  of 
dialysis)  (Sic),  to  23.7%  in  1976.  The  DHEW  has  recently 
issued  facility  Report  #2  analyzing  Medicare-approved 
E.S.R.D.  (...)  suppliers  for  data  available  through  December 
31,  1976.  This  new  analysis  shows  a  further  decline  in  the 
proportion  of  patients  treated  by  home  dialysis  to  12.9%  of 
all  dialysis." 

The  reasons  for  this  decline  in  home  dialysis  percentage  is 
still  unclear.  A  few  variables  do  appear  to  be  identifiable. 

One  is  patient  willingness  to  be  dialyzed  at  home  and  another  is 
physician  bias.  Whereas  most  patients  starting  hemdialysis  are 
quite  ill,  it  is  unlikely  that  they  would  readily  respond  to  the 
idea  of  being  dialyzed  at  home  if  they  have  been  on  center-based 
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(in  hospital)  dialysis  for  a  considerable  period  of  time,  parti¬ 
cularly  if  the  option  is  presented  too  early  in  their  therapy. 
Physician  bias  may  be  due  to  reimbursement  schedules,  the  patients 
co-insurance  provisions,  allocation  of  their  often  scarce  time, 
as  well  as  the  general  movement  of  physicians  in  America  away 
from  the  tradition  of  making  house  calls. 

"It  has  become  clear,  however,  that  the  fraction  of  uremic 
patients  on  dialysis  at  home  reflects  physician  bias  rather 
than  regional  differences  in  patient  population.  In  Japan 
for  example,  where  nephrologist  have  opposed  home  dialysis, 
only  103  (0.6%)  (Sic)  of  18.010  patients  on  hemodialysis  in 
July,  1977  were  being  treated  at  home.  By  contrast,  66%  of 
all  hemodialysis  in  the  U.K.  where  the  uremia  budget  has  a 
specific  allocation,  is  performed  at  home.  Similar  dispar¬ 
ities  exist  in  the  U.S.  where  more  than  75%  of  patients  on 
dialysis  in  the  State  of  Washington  and  60%  of  patients  in 
Indiana  receive  this  treatment  at  home  at  the  same  time  that 
fewer  than  15%  of  patients  in  the  Northeast  perform  self¬ 
dialysis.  " 

The  increased  survival  of  patients  with  E.S.R.D.  being 

treated  by  dialysis  has  resulted  in  a  greater  awareness  of  the 

sequelae  of  E.S.R.D.  as  well  as  the  sequelae  of  its  treatment. 

These  sequelae  may  include  complex  endocrine,  hematologic  and 

neurologic  problems  to  categorize  a  few. 

12"The  several  complications  of  renal  failure  and  its 
treatment  are  recognized:  atherosclerosi s  may  be  accelerated, 
hypertension,  anemia,  osteoperosi s ,  increased  susceptibility 
to  infection  and  gastrointestinal  disturbances.  Neurologic 
abnormalities  -  both  central  and  peripheral  are  not  uncommon." 

It  is  presently  difficult  to  determine  the  "state  of  the 

art"  concerning  dialysis  outcomes  relative  to  treatment  and  to 

determine  whether  present  and  potential  therapies  will  impact  on 
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patient  survival,  mode  of  therapy  and  resource  allocation  for 

patients  with  E.S.R.D.  This  difficulty  arises  from  the  fact  that 

there  is  no  national  dialysis  registory  at  the  present  --  hopefully, 

the  bureaucracy  will  resolve  this  "temporary"  inconvenience. 

^"Until  1975,  a  record  of  about  85%  of  treated  patients  was 
kept  by  the  National  Dialysis  Registry  under  contract  to  the 
Artificial  Kidney  -  Chronic  Uremia  Program  of  the  National 
Institute  of  Arthritis,  Metabolic  and  Digestive  Diseases. 
Transfer  of  the  responsibility  to  the  Social  Security  System 
in  late  1975  has  resulted  in  a  hiatus  in  reporting  data  on 
both  transplantation  and  patients  on  dialysis  to  the  extent 
that  figures  for  the  current  year  are  unavailable." 

RENAL  TRANSPLANTATION 


Hemodialysis  although  presently  the  predominent  mode  of 
therapy  for  patients  with  E.S.R.D.,  is  not  the  only  noteworthy 
method  of  therapy  available.  Renal  transplantation  has  been 
developing  simultaneously  with  renal  hemodialysis,  dating  back  to 
the  procine  heterograft  experiments  in  1 950 1 s  and  evolving  to  the 
comparatively  greatly  sophisticated  HLA  matching  system  utilized 
today.  The  most  significant  breakthrough  in  renal  transplan¬ 
tation  to  date  is  the  ability  to  mollify  the  rejection  reaction 
through  the  use  of  ummunosuppressive  drugs  which  were  initially 
used  in  1963,  and  have  been  the  vanguard  for  salvaging  cadaveric 
transplants. 

14"in  1963,  it  was  realized  that  the  use  of  immunosuppres¬ 
sive  drugs  could  aid  in  the  immunologic  rejection  problem 
confronting  transplants  that  involved  a  cadaveric  rather 
than  a  living  -  related  kidney." 
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Subsequent  to  the  initial  use  of  immunosuppressive  drugs  and 
the  transplant  surgeons'  increased  familiarity  and  expertise, 
there  was  an  appreciable  decrease  in  patient  mortality  parti¬ 
cularly  for  cadaver  -  kidney  recipients.  A  smaller  but  appre¬ 
ciable  decrease  in  living  related-donor  recipients  mortality  was 
also  observed. 

There  is  presently  and  will  continue  to  be  much  debate  over 

whether  renal  transplantation  represents  optimal  therapy  for 

patients  with  E.S.R.D.  It  is  unequivocably  better  therapy  than 

dialysis  as  it  relates  to  the  "quality  of  life"  whereas  many  of 

the  successful  recipients  are  able  to  return  to  normal  lives  with 

the  help  of  medication.  Transplantation,  however,  is  not  for 

everyone.  The  elderly  have  an  increased  risk  of  mortality  and 

morbidity,  elderly  females  more  so  than  males. 

15"The  significant  decline  in  patient  mortality  (p  .001) 
from  57%  in  the  earlier  period  to  23 %  after  1968  demon¬ 
strates  improved  treatment  of  complications  and  increased 
use  of  dialysis.  This  decrease  in  mortality  is  noted 
■  especially  among  recipients  of  cadaver  allografts,..., 
although  it  occurred  among  those  with  living  related  grafts." 

^"An  analysis  of  mortality  as  dependent  upon  age  and  sex 
showed  that  females  receiving  living  related  kidneys  in 
their  5th  decade  were  significantly  (P=0. 016)  (sic)  more  at 
risk  than  males  of  comparable  age  or  than  patients  of  either 
sex  in  younger  groups  ( P=0. 01 ) . " 

Hemodialysis  survival  curves  lie  between  the  corresponding 
curves  for  living  related  donor  recipients  and  cadaveric  donor 
recipients  and  the  therapies  are  considered  to  be  supplementary 
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therapies  instead  of  competitive.  Patients  should  be  educated  to 
consider  them  part  of  a  total  potential  package,  given  the 
noteworthy  but  poor  graft  -  survival  rates  for  cadaver  trans¬ 
plants. 

Information  on  total  number  of  patients  receiving  each 

method  of  therapy  and  their  relative  survival  rates  are  given  in 

Figure  I  Tables  a-e,  and  Figures  II,  III. 

^"It  seems  increasingly  clear  that,  as  the  experience  in 
both  dialysis  and  transplantation  accumulates,  they  must  be 
used  conjointly  as  part  of  a  total  treatment  for  those  with 
End  Stage  Renal  Disease,  with  transplantation  acting  in 
relation  to  dialysis  in  a  compl imentary  rather  than  a 
competitive  manner." 

RENAL  DIALYSIS  IN  CONNECTICUT 

Literature  on  the  Connecticut  dialysis  experience  is  scarce. 
The  Connecticut  experience  varies  from  that  national  experience  in 
a  few  noteworthy  ways.  Similar  to  the  national  experience  the 
majority  of  patients  in  Connecticut  are  receiving  in-center 
dialysis;  however,  the  literature  available  suggests  that  the 
percentage  of  patients  being  dialyzed  at  home  was  increasing. 

The  information  available,  unfortunately,  addresses  the  1966  to 
1972  time  period  (prior  to  federal  assumption  of  the  cost  of 
dialysis)  and  is  not  directly  comparable  to  the  data  presented  by 
E.A.  Friedman  in  the  previously  referenced  NEJM  article.  See 
Figures  I (b)  and  V(a) . 
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^"By  far  the  greatest  percentage  of  patients  received  in¬ 
center  dialysis  (over  83%  between  1966  and  1972)  (Sic.)  As 
of  November  1972,  there  had  been  an  increase  in  the  per¬ 
centage  of  patients  dialyzed  at  home;  the  percentage  increased 
from  16.4  over  the  study  period  to  21.7." 

Consistent  with  the  national  dialysis  experience  and  the 

general  patterns  of  the  national  health  care  delivery  experience, 

the  majority  of  hemodialysis  services  are  concentrated  in  the 

urban  areas  and  fewer  patients  live  in  the  rural  areas  where  fewer 

treatment  units  are  located.  See  Figure  V(d). 

^"Almost  1/3  of  all  the  units  are  in  the  South  Central  HSA, 
which  contains  the  Yale  -  New  Haven  Medical  Center/Veterans 
Administration  E.S.R.D.  Program;  the  largest  number  of 
individual  treatment  units,  14  are  at  the  West  Haven  VA 
Hospital . " 

The  demographic  breakdown  of  the  Connecticut  E.S.R.D. 
dialysis  experience  differs  from  the  national  population.  Sixty 
percent  of  the  353  patients  reported  by  Pearson,  et.al.  were 
male  and  40%  female.  The  Ethnic  categorization  of  the  Connecticut 
population  revealed  about  three  time  the  number  of  non-European 
American  patients  as  there  were  known  to  be  residing  in  the 
state.  But  consideration  of  the  validity  of  this  3  to  1  ratio 
must  take  into  account  the  vagaries  of  census  taking.  See  Figure 
V(6) . 


^"A  comparison  of  the  Connecticut  dialysis  patients  with 
those  on  the  National  Dialysis  Registry  shows  that  the  State 
has  a  smaller  percentage  of  males  in  chronic  dialysis 
programs . " 

^ "Nineteen  percent  of  the  total  patient  population  and  22 
percent  of  the  active  patients  were  non-white.  This  non¬ 
white  caseload  of  both  total  and  active  patients  appears 
high  compared  with  Connecticut's  1970  non-white  population 
of  only  six  percent. " 
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Contrary  to  the  national  norm  (prior  to  the  federal  assump¬ 
tion  of  dialysis  cost),  Connecticut  also  was  in  the  enviable 
position  of  having  adequate  dialysis  facilities  when  assessed  on 
a  per  million  population  basis.  The  dialysis  population  of  the 
State  has  increased  by  almost  forty-five  percent  from  about  350 
to  about  500  since  then.  The  picture  is  not  as  clear  whenever 
dialysis  centers  in  one  HSA  now  have  to  refer  patients  to  those 
in  others.  This  problem  largely  results  from  the  continuation  of 
the  established  treatment  modality  patterns  in  the  State.  If  the 
tendency  toward  center  based  dialysis  treatment  continues, 
Connecticut  will  inevitably  and  unnecessarily  encounter  the  same 
shortage  problem  as  other  States. 

^"Hollen  and  Harris  estimated  the  number  of  annual  potential 
hemodialysis  patients  in  the  15-54  year  age  group  to  be 
between  67  and  84  per  million  population.  Because  the 
number  of  new  patients  entering  Connecticut  programs  during 
the  first  11  months  of  1972  (131  or  79  per  million)  (Sic)  is 
consistent  with  the  Hollen  and  Harris  estimates.  It  is 
suggested  that  Connecticut  is  in  the  unique  position  of 
providing  adequate  services  for  the  population  in  need." 

^"Connecticut  therefore,  is  probably  one  of  the  few  States 
where  hemodialysis  services  are  not  in  short  supply,  given 
the  claims  regarding  the  national  lack  of  hemodialysis 
services. " 

Connecticut's  dialysis  patients  as  the  rest  of  the  nation's 
fare  poorly  with  respect  to  the  percentage  receiving  renal  trans¬ 
plantations  however.  The  problems  have  the  same  etiology,  and 
insufficient  number  of  cadaveric  donor  kidneys  consequent  to  an 
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increasing  demand  and  un  unequal  increase  in  supply.  The  pro¬ 
blem^)  is  likely  to  get  worse  before  it  improves  whereas  increasing 
numbers  of  critically  ill  and  previously  marginally  or  totally 
unacceptable  patients  are  being  hemodi alyzed.  Physicians  now  have 
little  rationale  to  prevent  attempting  to  improve  the  survival 
and/or  quality  of  life  of  any  patient  who  might  benefit  from 
dialysis  therapy. 

24"It  was  found  that  the  percentage  of  patients  removed  from 
dialysis  through  renal  transplantation  declined,  however, 
the  absolute  number  of  transplants  increased.  This  appears 
to  be  an  indicator  that  renal  transplantation  has  not  kept 
pace  with  the  increasing  dialysis  population." 

The  Policy  Debate 

The  policy  debate  concerning  E.S.R.D.  centered  around  two 
points;  the  position  of  dialysis  along  the  experimental -therapeutic 
continuum  and  the  role  of  the  federal  government  in  financing 
patient-care. 

The  location  of  a  new  medical  procedure  along  the  "continuum" 
logically  had  a  considerable  impact  upon  the  policy  debate 
concerning  the  role  of  the  federal  government  in  the  regulation 
of  that  procedure  as  well  as  the  role  of  the  medical  profession 
in  its  practice.  Practitioners  logically  might  consider  rapid 
implementation  of  such  a  life-saving  procedure  as  prudent  for 
their  patients.  The  more  research  oriented  physician  logically 
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might  stress  the  limitations  of  knowledge  and  the  shortcomings  of 
"half-way"  technology,  recalling  the  inadequacy  of  the  iron  lung 
vs.  vaccine  for  polio.  As  a  result  of  his  advocacy  of  the  technique 
Scribner  was  not  invited  to  the  N.I.H.  Conference  in  November, 

1964,  and  held  his  own. 

OC 

"Consequently,  among  clinical  investigators  'the  Scientist' 
is  likely  to  emphasize  the  unknowns  and  uncertainties  of  a 
new  procedure,  to  stress  the  limits  of  knowledge,  and  to 
regard  it  as  experimental  for  a  longer  time  than  a  'physician'. 
By  contrast,  the  'physician',  is  likely  to  emphasize  the 
prospective  benefits  of  a  new  procedure  and  de-emphasize  the 
associated  uncertainties." 

Pf) 

"For  example,  in  1969,  a  Medical  Advisory  Board  was 
created  within  the  National  Kidney  Foundation  in  large 
measure  to  offset  the  research  influence  of  the  scientific 
community.  As  another  example  of  the  dissatisfaction  in  the 
early  1 970 ' s  with  ASAIO  at  the  limited  portion  of  the  agenda 
located  to  dialysis  and  renal  transplantation  led  to  the 
establishment  of  the  Council  on  Dialysis  and  Transplantation. 
This  free  floating  group  later  attached  itself  to  the 
National  Kidney  Foundation." 

A  combination  of  legislative  and  administrative  forces 
before  and  after  the  adjudication  that  dialysis  and  transplan¬ 
tation  were  established  therapy  by  the  Gottschalk  Committee  in 
1967  attempted  to  limit  the  role  of  the  federal  government  to 

facility  support  or  no  support. 

27 

"However,  the  Senate,  in  setting  forth  the  legal  authority 
for  P.H.S.  action,  limiting  the  scope  of  that  action  to 
demonstration  and  training,  and  providing  modest  funds  for 
fourteen  community  dialysis  centers  reflected  great  reluc¬ 
tance  to  accept  federal  government  responsibi 1 i ty  for  paying 
the  cost  of  treatment." 

2g 

"The  Health  Service  and  Mental  Health  Administration, 
under  whose  authority  the  Kidney  Center  Program  was  then 
being  administered,  took  action  to  terminate  grant  support." 
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The  influence  of  "identifiable  lives"  played  a  literally 
conspicious  role  in  the  "debate."  The  'drama'  of  dialysis  before 
the  House,  Ways  and  Means  Committee  attest  to  the  unique  stature 
of  patients  with  E.S.R.D.  Particularly  when  the  fact  that 
numerous  more  Americans  are  afflicted  with  other  debilitating 
Illness,  i.e.,  hemophilia,  where  optimal  treatment  can  cost  vir¬ 
tually  prohibitive  amounts. 

The  debate  on  payment  for  treatment  of  E.S.R.D.  transpired 

concomitantly  with  the  greater  debate  about  the  role  of  the  federal 

government  in  the  financing  of  health  care  services.  The  unique 

medical  status  of  E.S.R.D.,  and  its  proposed  program  were  thought 

to  present  an  opportunity  for  "small"  scale  experimentation  to 

test  the  administrative  capability  of  the  federal  government  to 

gear  up  for  and  implement  a  catastrophic  and/or  National  Health 

Insurance  Program.  Both  programs  were  and  are  known  to  have 

strong  legislative  leadership  backing  most  notably  by  Senators 

Russel  B.  Long  and  Edward  M.  Kennedy,  respecti vely. 

29"it  should  be  remembered  that  Senator  Russel  B.  Long, 
Chairman  of  the  Senate  Finance  Committee,  was  then,  and  now 
advocating  health  insurance  for  catastrophic  illness.... 
Therefore^  in  addition  to  being  included  under  the  general 
language  of  the  disabil  ity  provisions ,  financing  of  treatment 
for  E.S.R.D.  was  also  seen  as  the  first  step  toward  pro¬ 
viding  catastrophic  medical  insurance  through  Medicare." 

The  Medicaid/Medicare  experience  of  continuously  escalating 

cost  and  flagrant  abuse  also  figured  prominently  in  the  "debate." 

Whereas  about  ninety  percent  of  patients  with  E.S.R.D.  were 
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el  igible  for  benefits,  the  private  market  was  essentially  removed 
as  a  benchmark  for  evaluating  the  reasonable  cost  or  charges  for 
treatment.  The  program  planners  were  eager  to  implement  the 
program  in  a  manner  which  would  restrict,  if  not  temporarily 
prevent,  a  sudden  increase  in  the  number  of  facilities  providing 
Services,  on  the  eve  of  the  creation  of  another  guaranteed  patient 
market. 

30"The  emergence  of  cost  control  as  an  objective  of  regu¬ 
lation  is  attributable  to  several  factors.  The  entire  1972 
legislation  was  permeated  with  a  desire  to  control  the  cost 
of  Medicare  which  had  continuously  escalated  since  its 
enactment  in  1965.  Since  the  E.S.R.D.  program  established 
nearly  universal  coverage  for  kidney  failure  the  private 
market  was  essentially  eliminated  as  a  basis  for  determining 
thj  ‘reasonable  cost'  and  'reasonable  charges  of  treatment'." 

The  threat  of  litigation  has  significantly  hampered  the 

establishment  and  operation  of  a  bureaucratic  mechanism  for 

implementing  cost  control  incentives.  Potential  review  cases  are 

often  adjudicated  in  favor  of  the  providers  by  DHEW  because  of 

the  desire  to  avoid  lengthly,  costly  court  battles.  Potential 

litigation  will  also  unfortunately  be  an  impediment  to  the 

establishment  of  a  National  Health  Insurance  program.  The 

reticence  of  the  government  to  pressure  all  suspected  offenders 

underscores  the  position  of  cost  control  as  a  secondary  objective 

of  the  E.S.R.D.  program;  its  primary  intention  being  to 

provide  medical  services  to  the  population  in  need. 


-19- 


The  secondary  nature  of  the  government  position  notwithstanding, 
some  cost  control  provisions  were  an  inevitable  part  of  the  final 
legislation  and  understandably  so.  The  health  care  industry  is 
now  the  number  two  industry  in  the  country  and  the  government 
provides  greater  than  fifty  cents  on  the  dollar  of  the  total 
expenditure.  The  nature  of  the  cost  control  provisions  were 
another  topic  for  considerable  discussion  and  bureaucratic  "jaw¬ 
boning"  with  various  federal  agencies  attempting  to  protect  their 
respective  turfs  and  modi  operandi. 

^"Bureaucratic  competition  and  conflict  between  the  SSA's 
BHI  and  the  office  of  the  Assistant  Secretary  for  HEW  will 
strongly  affect  cost  control  design.  BHI  is  likely  to  favor 
cort  control  mechanism  which  incorporate  administrative 
simplicity  and  maximum  consistency  with  the  existing  Medi¬ 
care  procedure.  The  office  of  the  Assistant  Secretary  is 
more  likely  to  be  concerned  with  an  overall  cost  control 
strategy  though  it  is  also  susceptible  to  the  representation 
of  other  interests. " 

^"Between  1969  and  1976,  total  annual  expenditure  for 
health  care  in  this  country  increased  from  the  64  billion 
to  139  billion. " 

The  nature  of  E.S.R.D.  is  that  it  strikes  without  reference 
to  barriers  of  sex,  age,  race  or  geography  and  would,  ideally, 
not  arouse  wide-spread  claims  of  political  favoritism  from  most 
legislators'  constituencies.  The  potential  for  rehabilitation 
and  subsequent  gainful  employment  of  patients  with  E.S.R.D. 
helped  make  the  macroscopic  economic  cost  considerations  more 
pallatable.  Whereas  the  issue  was  being  "debated"  at  the  same 
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time  that  the  performance  of  therapy  was  improving,  it  was  argued 
that  the  cost  were  not  unreasonable  and  that  the  unit  cost  of 
treatment  was  improving. 

The  economic  consideration  were  not  reliable  estimates  of 
the  unit  or  aggregate  cost  of  therapy  for  several  reasons. 

Initially  patient  selection  criteria  were  more  severe  than  at 
present.  Limitations  on  age  were  applied  at  both  ends  of  the 
spectrum  and  limitations  on  the  types  of  patients  were  also 
applied.  Once  the  question  of  financial  resources  was  removed  as 
the  final  arbiter  of  the  distribution  of  scarce  medical  technology, 
physicians  had  few  reasons  for  denying  therapy  to  anyone  who 
might  benefit. 

Approximately  10,000  new  E.S.R.D.  patients,  more  than  double 

that  before  passage  of  the  1972  Law,  enter  the  system  annually. 

Approximately  3,000  are  transplanted  about  1,800  successfully  and 

the  rest  return  to  dialysis  each  year.  All  of  these  factors 

contributed  to  the  miscalculation  of  the  potential  aggregate  cost 

for  treatment  of  patients  with  E.S.R.D.  Inflation  has  similarly 

invalidated  previous  unit  cost  estimates. 

33"As  of  June,  1975,  there  were  21,800  people  enrolled  in 
the  Medicare  E.S.R.D.  program;  by  September  30,  1975,  the 
number  had  increased  to  24,000  (both  transplant  and  dialysis 
patients  are  included  in  this  number)  (Sic).  By  1980,  it  is 
expected  that  50  through  60,000  people  will  be  receiving 
Medicare  benefits  under  the  E.S.R.D.  (Sic)  program." 
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The  legislative  history  of  the  bill  was  not  very  conspicous 
except  in  its  near  absence.  All  of  the  legislative  action  was 
via  the  appropriations  committee  and  no  hearings  were  held  from 
1965  to  1969  on  any  pertinent  legislation.  The  Gottschalk  Committee 
did  recommend  E.S.R.D.  patient  care  financing  through  an  amendment 
to  Title  XVIII  of  the  Social  Security  Act  in  1967.  The  legis¬ 
lative  action  was  not  taken  until  1970  when  the  legislature 
amended  the  RMP's  authority  to  include  kidney  disease  and  the 
DHEW's,  P.H.S.  -  Chronic  Renal  disease  program  was  effectively 
terminated,  legally  and  admi ni strati vely . 

Neither  the  Senate  nor  the  House  heard  testimony  on  E.S.R.D. 
during  the  hearing  on  H.R.l  although  the  House  Ways  and  Means 
Committee  heard  testimony  in  late  1971  urging  the  inclusion  of 
E.S.R.D.  in  any  national  health  insurance  program.  There  was  no 
activity  within  the  Senate  Finance  Committee  dealing  with  E.S.R.D. 
and  the  Conference  Committee  between  the  House  Ways  and  Means 
Committee  and  the  Senate  Finance  Committee  met  for  a  single  day. 

The  kidney  amendment  received  only  ten  minutes  discussion  and  was 
passed  without  significant  moderation.  The  federal  government 
through  its  demonstration  and  capacity  building,  research  and 
development,  as  well  as  the  acceptance  of  financing  for  eligible 
veterans  essentially  created  that  which  many  of  the  legislative 
and  administration  policy  makers  initially  tried  to  avoid. 
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^"The  End  Stage  Renal  Disease  amendment  was  not  considered 
until  the  provisions  of  the  entire  H.R.-l  bill  were  being 
debated  seriatim  on  the  Senate  floor.  On  a  Saturday  morninq, 
hardly  a  normal  legislative  work  day,  September  30  barely  1 
month  before  the  November  election.  Senator  Vance  Hartke  (D- 
Ind. )  was  recognized  at  11:30  AM  to  propose  an  amendment  on 
chronic  renal  disease.  Thirty  minutes  of  time  was  allocated 
to  the  immediate  consideration  of  the  Kidney  Amendment." 


The  Legislation 


The  E.S.R.D.  program  became  effective  on  July,  1973  and 
until  the  final  regulations  of  June  3,  1976  was  operated  under 
Interim  Regulations  which  were  published  and  republished  on 
6/29/73  and  4/22/75,  respectively.  The  first  interim  regulations 
provided  for  reimbursement  to  facilities  administering  E.S.R.D. 
care  on/or  before  6/1/73,  and  describe  criteria  for  reimbursement 
for  expanded  or  additional  facilities  during  the  interim  period. 

The  second  interim  regulations  proposed  rules  in  areas  relating 
to  (1)  qualification  for  Medicare  reimbursement,  (2)  minimal  uti¬ 
lization  rates,  (3)  supplier  certification,  (4)  network  designation, 
(5.)  establishment  of  network  coordinating  council  (NCC)  and  medical 
review  boards  (MRB's). 

In  the  absence  of  the  MRB's,  the  Interim  program  through  the 
initial  Intermediary  Letter  issued  by  the  Social  Security  Admini¬ 
stration  (SSA)  sought  to  eliminate  unnecessary  services  in  the 
use  of  laboratory  procedures  and  physician  services  for  stabilized 
patients.  Office  visits  for  stabilized  patients  were  limited  to 
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one  per  month  and  extensive  examinations  to  two  per  year.  One  of 
the  most  discussed  features  of  the  Intermediary  Letter  was  the 
initial  requirement  that  physicians  be  paid  out  of  facility 
reimbursement  funds.  This  idea  created  a  plethora  of  opponents 
and  was  consequently  modified  to  include  the  aforementioned 
option  and  to  permit  physician  reimbursement  directly  or  on  a 
retainer  basis.  The  choice  was  left  up  to  the  determination  of 
individual  groups  of  physicians  associated  with  a  given  facility. 

The  Interim  regulations  specified  that  no  assurance  of  long 
term  approval  was  guaranteed  by  interim  period  recognition  of  a 
facility  and  that  facilities  not  qualifying  under  the  long  term 
final  regulations  would  be  curtailed  in  a  fashion  which  would 
minimize  disruption  of  services  to  E.S.R.D.  patients. 

The  general  intent  of  the  final  regulations  was:  to  assist 
dialysands  to  receive  the  required  care;  to  encourage  proper 
utilization  and  distribution  of  resources  so  as  to  maintain 
adequate  or  improved  quality  of  care  to  patients  with  E.S.R.D.; 
and  to  allow  the  flexibility  necessary  for  physicians  and  faci¬ 
lities  to  provide  appropriate  care. 

The  final  regulations  established  32  E.S.R.D.  networks,  26 
of  which  had  a  base  population  greater  than  or  equal  to  3.5 
million.  E.S.R.D.  network  designation  was  made  primarily  according 
to  S.M.S.A.  analysis  attempting  to  preserve  their  integrity  and 
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recognize  patient  referral  patterns  for  transplantation  and 
patient  flow  patterns.  Each  "network"  was  to  have  a  Network 
Coordinating  Council  (NCC),  as  well  as  a  Medical  Review  Board 
(MRB)  and  the  extent  practicable  be  coterminus  with  HSA  and 
PSRO's. 

The  network  coordinating  council  membership  as  elaborated  in 
the  final  regulations  must  include:  a  transplant  surgeon;  a  nephro¬ 
logist,  a  social  worker,  a  chief  executive  officer,  a  qualified 
dietician,  a  director  of  a  histocompatabil i ty  lab,  a  director  of 
an  organ  procurement  agency,  3  informed  consumers  and  a  qualified 
nurse.  If  the  NCC  has  greater  than  twenty  members  then  an  execu¬ 
tive  committee  (better  than  25%  consumer)  of  less  than  or  equal 
to  this  number  must  be  formed  to  assume  the  responsibilities  of  the 
council . 

Each  E.S.R.D.  network's  facilities  must  collectively  include 
the  capability  for  chronic  dialysis,  self-care  dialysis,  trans¬ 
plantation  (at  least  two  transplant  centers  per  network),  center 
based  dialysis,  organ  procurement,  histocompatability  testing, 
and  supportive  services  for  home  dialysis. 

In  order  to  qualify  for  reimbursement  each  E.S.R.D.  facility 
must:  belong  to  a  network;  have  executed  an  agreement  with  the 
NCC;  have  the  mandatory  staff;  and,  be  able  to  provide  back-up 
services  on  a  twenty- four  hour  basis.  The  mandatory  staff  are  chief 
executive  officer,  clinical  social  worker,  clinical  nutritionist, 
medical  record  practitioner  and  a  physician  director.  Other 
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personnel  are  considered  staff  but  are  not  defined  by  the  final 
regulations  and  I  refer  you  there  for  further  elucidation. 

(See  Appendix) 

The  responsibilities  and  duties  of  the  NCC  are  myriad.  The 
more  salient  are:  (1)  the  appointment  and  monitoring  of  the  MRB 
(composed  of  7  members),  (2)  the  development  of  written  arrange¬ 
ments  with  Professional  Standard  Review  Organizations  (P.S.R.O. 1 s) , 
(3)  the  description  of  a  mechanism  for  development  of  prioritized 
criteria  and  standards  by  the  MRB,  (4)  the  development  of  written 
working  arrangements  with  HSA's  and  SHCC  to  assure  that  these  or¬ 
ganizations  receive  appropriate  advice  concerning  needs  of  E.S.R.D. 
patients  within  their  jurisdictional  boundaries  and  (5)  the  pro¬ 
vision  of  a  mechanism  for  the  inclusion  of  the  opinions  of  others 
not  on  the  MRB  who  have  expertise  and/or  interest  in  procedure  de¬ 
velopment  but  who  are  not  qualified  for  Board  membership  by  disci¬ 
pline  category  or  simply  not  currently  serving  on  the  Board. 

The  majority  of  NCC 1 s  have  undertaken  the  appointment  of  the 
MRB  but  it  is  still  too  early  to  expect  much  more  progress  in  the 
elaboration  of  specific  criteria  and  standards  by  these  fledgling 
organizations. 

35"The  majority  of  the  NCC's  have  begun  to  appoint  their 
MRB' s  in  accordance  with  the  final  regulations,  and  all  are 
expected  to  be  approved  by  July  19,  1977.  In  a  few  in¬ 
stances,  the  MRB 1 s  are  functioning  under  earlier  arrangements 
with  various  organizations  (e.g..  State  Kidney  Council)  and 
all  should  be  involved  in  developing  their  plans  for  medical 
review  by  mid-summer." 
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The  salient  responsibilities  of  the  NCC  appointed  MRB's  are: 

(1)  to  develop  written  arrangements  with  P.S.R.O.'s,  (2)  to  develop 
a  mechanism  for  measuring  mandatory  long  term  patient  care  effective¬ 
ness,  (3)  in  concurrence  with  the  NCC  to  coordinate  the  performance 
of  medical  care  evaluations,  (4)  to  provide  facilities  and  physicians 
written  recommendations  for  improvements  on  the  E.S.R.D.  in  the  care 
of  individual  patients  or  groups  of  patients  based  upon  its  review 
processes,  (5)  to  provide  all  facts  concerning  the  continued 
delivery  of  inappropriate  or  substandard  care  to  the  council  and 
secretary. 

The  cost  of  the  MRB  and  NCC  operation  is  to  be  borne  by  the 
Secretary  of  HEW;  it  should  be  emphasized  that  network  organizations 
are  not  to  be  charged  with  the  enforcement  of  federal,  State  or  local 
statutes  and  that  the  legal  jurisdiction  is  unaffected. 

The  NCC's  and  the  MRB  are  the  network-wide  agents  to  assure 
the  quality  of  care  for  patients  with  E.S.R.D.  There  are  numerous 
facility  and  personnel  related  facets  of  the  legislation  aimed  at 
ensuring  quality  of  care;  continuing  education,  JCAH  inspection, 
participation  in  medical  information  systems,  provisions  for 
independent  histocompatability  lab  testing,  provisions  for 
approving  new  facilities,  regulation  of  affiliation  agreements  or 
arrangements  among  other  medical  care  programs.  Detailed  discussions 
of  the  above  can  be  found  in  the  copy  of  the  final  regulations  in  the 
appendi x. 
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No  discussion  of  the  E.S.R.D.  legislation  would  be  complete 

without  a  synopsis  of  the  benefits  and  immediate  safeguards  for 

the  dialysands  whose  needs  the  legislation  attempts  to  serve. 

The  first  consideration,  who  is  entitled  to  benefit,  is  clearly 

specified  in  the  final  regulation  of  the  legislation. 

^"Sec.  2991  of  Social  Security  Amendments  of  1972  P . L .  ( 92- 
603)  which  extends  Medicare  protection  to  any  individual  who 
has  E.S.R.D.  requiring  dialysis  or  transplantation,  provided 
that  such  individual  is:  (1)  fully  or  currently  insured  or 
entitled  to  monthly  benefits  under  Title  II  of  the  SS.  Act; 
or  (2)  is  the  spouse  or  dependent  child  of  an  individual  so 
insured  or  entitled  to  such  monthly  benefits." 

The  coverage  stated  above  is  ubiquitous  protection  whereas 

the  patient  is  not  precluded  from  receiving  his/her  care  in  a 

network  facility  outside  the  network  in  which  he/she  resides. 

The  focal  organizing  point  of  the  patient's  management  is 

called  a  patient  care  plan  (PCP).  This  plan  is  an  individualized 

therapeutic  approach  developed  by  the  attending  physician,  the  nurse 

supervisor,  as  well  as  a  qualified  social  worker  and  dietician 

which  reflects  the  functional,  psychological  and  social  needs  of 

the  patient.  The  patient  or  legal  guardian  is  to  be  involved  in 

the  development  of  this  Patient  Care  Plan  and  the  patient's  preferences, 

sense  of  dignity,  individuality,  private  and  personal  needs 

including  but  not  limited  to  provisions  for  translators  when 

appropriate  are  to  be  given  due  consideration.  A  team  coordinator 

is  to  be  appointed  by  a  physician.  The  coordinator  is  to  ensure 

that  review  conferences  are  held  and  that  changes  in  the  P.C.P. 
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are  recorded  and  that  progress  notes  are  incorporated  into  the 

patient's  records  at  least  monthly. 

37"in  addition,  it  is  stated  that  each  patient  must  be 
evaluated  in  the  long  term  not  less  frequently  than  every  12 
months.  The  review  of  the  patients  program  in  the  patient 
care  plan  must  not  be  less  frequent  than  monthly;  a  comment 
that  this  evaluation  be  made  not  less  frequently  than  twice 
monthly  was  believed  to  be  more  frequent  than  necessary  for 
most  patients." 

Other  salient  benefits  of  the  legislation  include  provision 
for  enrollment  of  patients  in  the  cadaver  recipient  registry  as 
well  as  clearly  stipulated  protection  of  the  confidentiality  of 
his/her  medical  record.  Presently,  attempts  at  rehabilitation 
are  left  up  to  the  discretion  of  the  provider  facility. 


Program  Capability 


The  pioneers  in  program  development  for  patients  with 

E.S.R.D.  were  the  founders  of  the  presently  named  Northwest 

Kidney  Center.  Numerous  factors  enabled  this  Seattle,  Washington 

based  organization  to  assume  the  early  leadership  role  in  program 

development.  See  Figures  VI- VI II- 

^"Discussions  began  in  1960  and  culminated  in  1962  with  the 
creation  of  the  Seattle  Artificial  Kidney  Center,  now  the 
Northwest  Kidney  Center  (NKC).  Important  to  this  development 
was  the  view  of  Scribner  that  a  clinical  treatment  facility 
was  needed  in  Seattle,  and  the  position  of  the  University  of 
Washington  which  was  bearish  on  expansion  of  its  Hospital 
for  dialysis  purposes.  Also  critical  was  the  exercise  of 
leadership  by  Dr.  James  Haviland,  President  of  the  King 
County  Medical  Association,  a  former  president  of  the  Ameri¬ 
can  College  of  Physicians,  and  a  moving  force  in  organizing 
a  single  dialysis  center  for  the  city....  Also  essential 
was  the  establishment  of  community  fund  raising  for  the  center 
and  a  grant  from  the  Hartford  Foundation.  This  provided  a 
financial  base  independent  of  the  federal  government." 
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The  leadership  role  of  the  Seattle  group  was  not  limited  to 
the  development  of  the  NKC.  From  shortly  after  the  inception  of 
the  NKC  a  number  of  young,  patient  care  oriented  physicians 
traveled  to  Seattle  to  learn  how  to  perform  dialysis.  A  number 
of  the  physicians  who  were  subsequently  instrumental  in  the  V.A.  and 
Public  Health  Service  dialysis  effort  also  traveled  to  Seattle  to  learn 
about  hemodialysis. 

The  V.A.  was  not  hesitant  to  follow  the  Seattle  lead  and  in 
1963  announced  plans  to  establish  dialysis  unit  in  thirty  of  its 
hospitals.  This  program  resulted  in  the  V.A.  programs  dialyzing 
about  16%  of  the  total  reported  dialysis  population  by  1972.  It 
was  the  V.A.  program  that  was  instrumental  in  the  formation  of 
the  Gottschalk  Committee.  These  V.A.  programs  became  eligible 
for  E.S.R.D.  network  membership  consequent  to  a  memorandum  of 
understanding  between  DHEW  and  the  V.A. 

The  DHEW  via  its  member  agencies  and  institutes  was  initially 
less  enthusiastic  about  becoming  involved  with  dialysis  program  research 
and  development.  It  became  involved  in  1964  largely  as  the  result  of 
action  taken  by  the  House  and  Senate  Appropriation's  Committees. 
Consequently,  the  Transplant  Immunology  Program  within  the  NIAID 
and  Artificial  Kidney/Chronic  Uremia  Program  with  NIAMD  were 
established  in  1964  and  1965,  respecti vely . 
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39" in  1963,  fully  2  years  before  the  establishment  of  the 
AK/CU  program  of  NIAMD  and  the  Kidney  Disease  Control 
Program  in  the  PHS,  the  V.A.  Announced  its  intention  to 
establish  dialysis  centers  for  eligible  veterans  in  30  V.A. 
hospitals  around  the  country.  It  was,  in  fact,  a  request 
from  the  V.A.  to  the  BOB  (Sic)  in  1965  for  authorization  to 
use  construction  funds  that  set  in  motion  the  establishment 
by  the  BOB  of  the  Gottschalk  Committee  to  review  the  impli¬ 
cations  of  treatment  for  End  Stage  Renal  Disease  for  the 
nation  as  a  whole. " 

In  1968,  when  the  Kidney  Disease  Control  Program  was  trans¬ 
ferred  from  the  PHS  to  the  RMP's,  dialysis  capacity  building 
largely  supplanted  demonstration  projects.  This  transfer  and  the 
consequent  decentralizing  of  project  funding  was  substantially 
responsible  for  the  capability  of  the  medical  community  to 
provide  services  to  the  increase  in  patient  population  consequent 
to  Medicare  funding. 

The  aggregate  and  unit  cost  of  maintaining  the  E.S.R.D. 
program  that  evolved  from  the  aforementioned  program  development 
has  continued  to  increase.  The  Twelfth  Renal  Transplant  Registry 
published  in  1975  states  that  the  therapy  of  conventional  uremia 
will  cost  $902  million  in  1977  and  $2.3  billion  in  1982  to  treat 
about  37,100  and  55,900  patients,  respecti vely .  These  latter  figures 
are  considered  conservative  because  of  increasing  attempts  to 
dialyze  more  medically  ill  patients.  The  most  recently  estimated 
figures  are  those  presented  by  Stange,  et.al.  in  the  February 
16th  issue  of  the  NEJM  which  are  basically  consistent  with 
U.S.G.A.0.  recently  updated  unit  figures  (See  Figure  IX).  The 
article  also  gives  a  rudimentary  cost/benefit  projection. 
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^"It  is  predicted  that  if  1000  patients  shift  from  facility 
to  home  dialysis  for  each  of  10  years,  life  expectancy  of 
the  cohort  will  not  be  reduced,  but  there  will  be  a  reduction 
of  $241  million  in  the  total  cost.  The  same  number  shifting 
from  facility  dialysis  to  cadaver  transplantation  are 
predicted  to  have  a  $279  to  $330  million  reduction  in  total 
cost  but  a  reduction  of  7  to  17  percent  in  life  expectancy. 
Shifting  from  home  dialysis  to  transplantation  is  predicted 
to  reduce  total  cost  by  $103  million,  and  life  expectancy  by 
10  to  20  percent. 11 


Medical  Review 

Florence  Nightingale  is  generally  accredited  as  the  Mother 
of  systematic  medical  review.  Professor  Thompson  can  readily 
recall  stories  of  her  revolutionizing  the  sanitoriums  of  her  era 
as  the  result  of  her  organized  observation  and  analysis.  This 
19th  Century  pioneering  effort  in  the  use  of  systematic  analysis  as 
an  adjunct  to  clinical  judgement  to  optimize  patient  care  put  her  a 
step  ahead  of  her  contemporaries .  Most  of  them  were  utilizing 
their  independent  judgements  and  consciences  to  regulate  the 
quality  of  care  they  delivered. 

The  landmark  Flexner  report  published  in  1910  brought  the 
question  of  quality  of  care  into  the  twentieth  century  and  into 
the  public  limelight  by  asserting  that  much  of  the  available 
medical  education  was  inadequate  and  that  it  was  producing 
numerous  physicians  of  substandard  quality.  The  tempo  was  not  to 
slow  down  and  Dr.  E.A.  Codman  opened  his  "end  result"  hospital  in 
1912.  He  faithfully  abstracted  his  patients  charts  and  analyzed 
the  data  to  review  their  treatment.  The  work  of  these  early  20th 
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Century  clairvoyants  helped  result  in  the  eventual  creation  of 
the  J.C.A.H.  This  organization  has  been  a  powerful  force  in  the 
maintaining  of  structural  quality  of  care  assessments  even  through 
the  expansionist  period  that  came  about  as  a  result  of  Title  XVIII 
and  XIX  of  the  SS  Act. 

"Inf! uenced  in  part  by  Codman's  system  and  Flexner's  report 
the  American  College  of  Surgeons  was  formed  in  1913. 

Initially,  the  American  College  of  Surgeons  planned  to 
review  or  evaluate  specific  'process  criteria'  (i.e.,  pro¬ 
cedure  and  activities)  (Sic)  for  common  surgical  operators, 
but  the  organization's  review  chose  'minimal  standards' 
focused  primarily  on  the  structural  and  organizational 
aspects  of  the  hospitals." 

42"The  American  College  of  Surgeons  was  succeeded  by  the 
J.C.A.H.  in  1952  as  the  organization  providing  systematic 
review  of  hospitals." 

Concomitant  with  the  stipulation  that  eligibility  for  Title 
XVIII  and  Title  XIX  reimbursement  funds  were  contingent  upon 
J.C.A.H.  or  the  appropriate  state  agency  approval,  the  1965 
legislation  also  required  establishment  of  a  utilization  review. 
This  review  program  laid  the  foundation  for  utilizing  outcome 
parameters  as  well  as  structural  criteria  and  resource  use  for  the 
evaluation  of  the  quality  of  care  of  patients  covered  by  the  'Act.' 

Quality  of  care  assessment  is  still  in  the  infantile  stages 
of  development  in  the  U.S.  There  is  little  agreement  among 
provider  professionals  concerning  whose  definition  of  quality  is 
to  be  applied  and  whether  the  parameters  being  evaluated  at 
present  have  statistical  validity.  Nonetheless,  the  task  of 
criteria  and  standard  development  as  mandated  by  law  lumbers 
forward.  It  should  be  noted  that  process  measurements  are  also 
being  developed. 
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^"There  exist  a  paradoxical  situation,  in  which  policy 
demands  that  operational  quality  assurance  systems  use  the 
outcome  method  to  assess  quality  of  care,  while  there  is  a 
dearth  of  valid  and  reliable  outcome  criteria  and  standards 
and  no  method  or  proven  feasibility  by  which  they  can  be 
applied. " 

^"Although  the  desired  result  from  medical  review  is 
improvement  in  the  outcome  of  patient  care  (e.g.,  patient 
health  status,  patient  satisfaction,  and  patient  commitment), 
the  validity  and  usefulness  of  outcome  criterion  when  used 
alone  are  questionable." 

The  above  considerations  notwithstanding,  professionals 
continue  to  strive  to  elaborate  the  requisite  methodology  to 
comply  with  the  federal  legislation.  A  few  considerations  have 
gained  some  acceptance  as  central  to  the  successful  consensus 
formulation  of  any  quality  assurance  system.  Amongst  them  are: 

(1 )  selection  of  a  qualified  priority  setting  team,  (2)  a  formal 
mechanism  for  solicitation  of  professionals'  ideas  and  judgement 
and  (3)  a  formalized  data  sheet  to  gather  an  adequate  information 
base. 

^"The  structured  quality  assurance  topic  selection  pro¬ 
cedure  recommended  in  this  report  consists  of  5  major  steps: 
(1)  the  selection  and  organization  of  the  priority  team,  (2) 
the  training  session,  (3)  the  incubation  period,  (4)  the 
priority  setting  meeting,  and  (5)  the  selection  of  topics 
for  implementation." 

The  Medical  Review  Board  of  each  network  has  the  immediate 
responsibility  for  establishing  a  network  wide  quality  of  care 
program  as  previously  stated.  Topic  selection  is  an  integral 
part  of  this  legislative  charge  to  the  M.R.B.'s.  The  legislation 
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gives  the  M.R.B.'s  Carte  Blanche  in  topic  selection  stating 
simply  that  problems  identified  by  the  National  E.S.R.D.,  M.I.S., 
state  agency  reports  or  the  catch-all  referred  to  as  "professional ly 
perceived  problems."  The  purpose  of  such  latitude  is  to  ensure 
that  mechanisms  and  plans  for  each  network  will  be  able  to 
reflect  any  local  geopolitical  or  environmental  pecularities  of 
that  network  which  will  cause  local  standards  to  vary  from  the 
"national  norm." 

Various  approaches  to  medical  review  are  recommended  by  the 

BQA  for  M.R.B.  considerations. 

^"Various  approaches  to  E.S.R.D.  Medical  Review... The 
areas  in  which  the  network  needs  to  consider  various  approaches 
are  the  following:  (1)  network-wide  and  facility  based 
reviewing,  (2)  interdiscipline  and  single  discipline  review; 

(3)  and  ratification." 

The  most  ambitious  attempt  to  elaborate  criteria  and  standards 
is  the  No.  California  and  Nevada  Network  #3  undertaking.  This 
undertaking  is  an  exemplary  demonstration  of  the  format  proposed 
by  Williamson  in  the  February  15,  J.A.M.A.  The  authors  steadfastly 
emphasize  the  need  for  unaminity  in  standards  and  criterion 
setting  as  well  as  their  reservation  about  applying  the  California 
standards  and  criteria  to  other  networks.  One  must  still  be  care¬ 
fully  critical  when  evaluating  the  criteria  and  standards  elaborated 
by  Committee  and  the  consensus  method. 
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^"Commi ttees  may  generate  guidelines  that  recommend  what 
should  be  done  in  an  ideal  setting  rather  than  what  is 
feasible  to  an  active  practice.  Consensus  may  be  impossible 
to  obtain  and  rarely  does  the  literature  yield  enough  well 
designed  studies  to  help  resolve  conflicts.  The  end  product 
of  the  time  consuming  task  of  developing  explicit  criteria 
often  reflects  the  judgements  of  those  to  be  evaluated  and 
may  be  as  arbitrary  as  implicit  standards." 

The  legislative  regulations  (by  allowing  for  participating 
of  any  concerned  party  in  the  identification  of  problem  areas) 
does  have  theoretical  safeguards  against  the  creation  of  "flim¬ 
flam"  criterion  and  standards. 

^"The  Council  of  the  Secretary  may  initiate  a  request  for 
information  from  the  board  under  the  following  circumstances: 
(a)  the  identification  of  a  possible  problem  area  through 
the  E.S.R.D.  M.I.S.  Survey  Report  Form,  Fiscal  Intermediary 
reports,  on  medical  review  reporting  activities,  (b)  the 
identification  of  a  possible  problem  area  through  individual 
or  group  inquiries  to  the  council  or  the  secretary. 

There  are  three  problems  which  lie  at  the  heart  of  any 
attempt  to  develop  criterion  and  standards  which  must  be  assessed 
in  any  consideration  of  methodology  based  upon  medical  records. 

The  first  is  diagnostic  specificity  and  the  second  is  the  parti¬ 
cipation  of  physicians  in  filling  out  the  necessary  forms  which 
will  inevitably  be  developed  to  assist  in  the  assessment  of  the 
quality  of  care  and  the  third  is  the  difference  between  chart 
documentation  and  the  actual  practice  of  medicine. 

In  essence,  the  banner  has  been  given  to  the  medical  pro¬ 
fession.  It  has  been  told  'brethern  heal  thyself1  by  the  legis¬ 
lature.  It  has  been  told  that  society  believes  the  profession 


-36- 


best  suited  to  do  the  job  and  to  develop  a  system  of  ongoing 

surveillance.  It  has  also  been  told  "or-else"  and  to  this  end  we 

will  now  proceed  to  the  methodology  for  this  study. 

49"Another  common  problem,  diagnostic  specificity,  became 
apparent  when  the  medical  records  of  more  than  1,100  patients 
with  hypertension  were  reviewed.  Approximately  800  were 
under  treatment  for  hypertension,  but  a  specific  diagnosis 
of  essential  or  primary  had  been  made  in  less  than  10%  of 
these  patients. 11 
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METHODOLOGY 

Background 

The  background  of  the  development  of  the  methodology  of  this 
study  had  a  considerable  impact  on  (1)  its  final  structure, 

(2)  the  limitations  of  the  amount  of  data  gathered,  and  (3)  the 
general i zabi 1 ity  of  the  information  gathered  by  its  application. 

The  scenario  includes  four  "independent"  parties:  myself  - 
the  "naive"  student;  Professor  John  D.  Thompson  -  my  research  advisor 
and  Director  of  the  Health  Services  Administration  division  at  the 
Yale  School  of  Public  Health;  Frederic  0#  Finkelstein  -  M.R.B. 

Chairman  for  Network  #27  and  Director  of  the  Yale-New  Haven  Dialysis 
and  Transplant  Service  and;  Ms.  Jenny  Kitzen  -  Executive  Director 
of  the  E.S.R.D.  Program  for  the  Network  and  former  Social  Worker  for 
the  YNHH  Unit. 

The  instrument  utilized  (See  insert  M-l  in  the  appendix)  was 
ready  for  data  collection  in  November  of  1977  shortly  after  Ms.  Kitzen 
and  Dr.  Finkelstein  assumed  their  network  positions  and  consequently 
prior  to  the  network's  readiness  to  undergo  any  data  collection. 

I  was  unable  to  start  data  collection  until  January  1978  and  was  not 
finished  until  March  1978.  The  delay  in  data  collection  resulted 
from  varying  philosophies  about  the  logical  starting  point  for 
assessment  of  the  quality  of  care  of  patients  receiving  E.S.R.D. 
services  in  Connecticut  as  well  as  concern  over  potential  completion 
for  subsequent  project  funding. 
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Several  brief  meetings  between  myself  and  Dr.  Finkel stein 
and/or  Ms.  Kitzen  and  ultimately  between  all  four  concerned  parties 
were  held  to  discuss  the  two  major  approaches  to  the  problem 
that  were  being  considered.  Dr.  Finkelstein  and  Ms.  Kitzen 
expressed  the  belief  that  the  network  already  had  a  good  idea 
what  the  problem  areas  were/are  in  the  management  of  the  Connec¬ 
ticut  dialysis  population.  Consequently,  they  favored  soliciting 
opinions,  developing  instruments  and  gathering  data  in  a  problem- 
specific  manner.  Professor  Thompson  and  I  were/are  of  the 
philosophy  that  although  investigation  into  these  "professionally 
perceived  problem"  areas  might  be  beneficial  a  more  logical 
starting  point  would  be  to  determine  a  baseline  for  documented 
services  offered  to  the  Connecticut  population  and  utilize  it  to 
help  identify  whether  any  problems  existed. 

These  meetings  concluded  without  any  real  compromise  of  our 
respective  positions.  Nonetheless,  it  was  agreed  that  Professor 
Thompson  would  draft  a  letter  to  be  sent  out  under  joint  signatures 
to  all  the  facilities  in  the  network  (see  M-2  in  the  appendix). 

This  letter  was  never  sent  because  the  network  representatives 
felt  that  it  implied  that  "recognized  standards"  were  to  be 
applied  to  a  sample  of  patients'  charts  and  they  felt  that  no 
"standards"  existed.  I  was  also  emphatically  informed  that  it 
was  the  domain  of  the  M.R.B.  to  elaborate  criteria  and  standards. 
The  argument  that  the  literal  criteria  and  standards  elaboration 
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is  the  domain  of  the  M.R.B.  is  irrefutable.  The  legislation 
unequivocally  expresses  this  intent.  The  problem  with  respect 
to  this  letter  arose  largely  because  of  semantic  but  nonetheless 
real  and  apparently  important  disagreement. 

The  result  of  this  impasse  was  that  I  was  consequently 
unable  to  visit  all  of  the  dialysis  facilities  and  take  a 
twenty  percent  sample  of  their  populations  as  hoped.  The  discussions 
and  delays  consequent  to  the  need  for  the  N.C.C.  to  be  continously 
and  logically  appraised  of  our  discussions  resulted  in  the  sample 
being  changed  to  a  forty  percent  sample  of  half  of  the  dialysis 
facilities.  This  turned  out  to  be  impractical  because,  at  this 
point,  I.  was  under  considerable  time  constraints  to  get  the  study 
moving  (1)  because  the  funds  were  available  for  me  to  do  it  and 
the  finished  product  had  been  promised  for  May  delivery  (see  M-3 
and  M-4),  (2)  my  thesis  deadline  was  rapidly  approaching  and 
(3)  I  encountered  considerable  amounts  of  lag  time  between  being 
informed  what  facilities  it  would  be  most  easy  to  access  and  the 
actual  time  I  was  able  to  get  the  requisite  appointments  and 
clearance  by  the  various  facilities. 

I  mentioned  earlier  that  money  was  a  factor  in  the  deli¬ 
berations.  It  was  so  in  two  ways:  First,  there  was  considerable 
confusion  regarding  the  source  of  the  money  to  do  the  study.  I 
initially  submitted  a  request  for  funding  to  both  Professor  John 
D.  Thompson  from  his  RMP  grant  and  from  the  E.S.R.D.  program  via 
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Ms.  Kitzen.  (The  funding  ultimately  came  from  the  RMP  grant 
mentioned  in  M-2).  Secondly,  some  anxiety  was  expressed  that  this 
money  was  actually  going  to  come  out  of  RMP  money  allocated  to 
the  E.S.R.D.  program  per  se,  in  spite  of  repeated  assurances  to 
the  contrary.  This  confusion  cleared  up  but  the  concern  over 
competition  for  subsequent  funding  was  not  and  I  was  subsequently 
informed  in  confidence  that  this  was  perceived  as  a  real,  not 
hypothetical,  potential  problem,  ergo  the  authorship  of  this 
statement  wi 1 1  remain  unrevealed. 

Consequently,  the  two  aforementioned  factors  both  summated 
to  necessitate  changing  the  sample  size  while  the  study  was 
in  progress.  Ultimately,  the  study  consisted  of  a  forty  percent 
alphabetic,  random  sample  of  only  the  center  based  dialysis 
patients  at  the  Yale  New  Haven  Unit  (16  patients),  St.  Mary's 
Hospital  Unit  (8),  St.  Rapheal's  Hospital  Unit  (7),  and  Danbury 
Hospital  Unit  (8  patients),  as  well  as  a  100%  sample  of  the  V.A. 
(W.H.)  center  based  dialysis  unit  (12  patients). 

The  sampel  size  was  consequently  50  patients,  about  10  percent 
of  the  Connecticut  dialysis  population.  The  entire  V.A.  CBD 
population  was  included  because  unlike  the  other  facilities  a 
minority  (less  than  1/4)  of  its  total  patient  population  on 
CBD  dialysis  according  to  Dr.  Ernest  Hendler.  I  consequently  felt 
that  a  forty  percent  sample  of  this  population  would  not  even 
give  a  theoretically  credible  representation  of  the  V.A.  population. 
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The  Instrument 

Although  there  is  no  aggregate  data  concerning  the  docu¬ 
mented  nature  of  the  Connecticut  E.S.R.D.  experience,  there  is 
plenty  available  pertaining  to  the  nature  of  problems  likely  to 
be  encountered  by  any  E.S.R.D.  patient.  Much  of  this  information 
is  dealt  with  in  the  California  R.M.P.  Criteria  and  Standards 
final  report  and  this  document  was  referred  to  often  in  the 
design  of  my  instrument.  This  was  not  the  predominant  information 
source  utilized.  In  order  to  assure  that  the  instrument  would 
attempt  to  address  the  Connecticut  experience  as  perceived  by  the 
State's  resident  professionals,  ideas  and  insight  were  derived 
from  the  letters,  memoranda  and  guidelines  presented  to  the 
networks  Quality  of  Care  Subcommittee.  The  latter  suggestions 
correspond  well  with  those  of  the  California  group. 

Information  was  available  from  (1)  the  now  Chairman  of  the 
M.R.B.  (M-5),  (2)  the  now  E.S.R.D.  Program  Executive  Director  (M- 
6),  (3)  the  dialysis  dieticians  (M-7),  (4)  an  eminent  concerned 
nephrologist  in  the  State  (M-9),  (5)  various  Yale  protocols  (M- 
10,  M- 11),  and  (6)  the  Networks  response  to  the  California  R.M.P. 
project  mentioned  above  (M-12). 

The  salient  parts  of  these  materials  were  summated  and  the 
instrument  (M-l)  was  evolved  with  aide-consultation  with  Doctors 


Finkelstein  and  Doolan. 
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All  of  the  charts  were  abstracted  by  the  author,  a  fifth 
year  M.D./M.P.H.  (Hospital  Administration)  candidate,  onto  the 
code  sheet,  key  punched  and  subsequently  analyzed  using  a  Data 
text  canned  program  on  an  IBM-360  Series  computer.  Frequencies, 
crosstabulations  and  correlations  were  done  as  deemed  appropriate 
and  are  presented  in  the  following  results  and  discussion 
section. 

Problems.  With  Methodology 

The  instrument  presented  little  problems  in  data  abstraction 
and  coding  except  in  the  area  of  renal  transplantation  where  the 
operation  was  often  alluded  to  in  the  charts,  i.e.,  patient  wonders 
about  getting  a  kidney  but  with  so  little  if  any  evidence  of 
professional  notes  or  discussion  of  the  alternative  with  the  patient 
that  I  felt  I  would  be  just  guessing  how  much  information  the 
patient  actually  received.  Successful  transplant  patients,  who  were 
at  least  ostensibly  well  informed,  would  not  be  included  in 
my  patient  population  and  consequently  the  data  obtained  would  be 
negatively  biased.  It  was  unfortunately  therefore  decided  to  omit 
the  transplant  variables  from  the  results  presentation. 

Three  other  points  need  clarification  before  proceeding  to 
the  results  and  discussion:  (1)  "Not  available"  was  utilized 
whenever  an  isolated  part  of  a  chart  for  a  given  period  or  item 
was  missing  and  consequently  no  conclusive  statement  about  the 
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item  was  codable,  "Blank"  means  that  either  a  significant  part 
of  the  chart  was  missing  or  irretrievable  or  the  item  was  simply 
not  referred  to  in  the  chart;  (2)  a  literal  scale  for  assessment 
of  the  Strength  of  Association  and  Chi-squares  as  follows  was 
utilized:  0-.20  weak  or  poor,  .20-. 30  weakly  moderate,  .40-. 60 
moderate,  .60-. 70  moderately  strong,  .70-. 90  strong,  .90  very 
strong,  and  (3)  difficulty  arose  attempting  to  differentiate 
M.D.'s  in  training  from  "true"  nephrologist  and  they  were 
consequently  counted  with  the  "trues"  for  statistical  purposes. 
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length  on  dialysis  (30  months)  and  mean  length  (38.2)  of  patients 
in  the  E.S.R.D.  program  suggest  that  many  patients  had  their  E.S.R.D. 
identified  and  were  included  in  the  program  after  passage  of  the  1972 
law  and  during  the  period  when  the  interim  regulations  were  in  effect. 
The  impact  of  the  older  and  high  risk  patients  included  during  this 
time  period  and  the  age  distribution  of  the  population  at  risk  also 
may  be  contributing  to  the  increase  in  age  for  the  dialysis  popu¬ 
lation  sampled. 

It  should  be  noted  that  there  was  no  significant  differentiation 
noted  between  the  age  of  patient  by  sex.  (Correlation  #1). 

Intake  Parameters 

A)  Documentation  of  Chronic  Renal  Failure  or  E.S.R.D. 

Seventy-eight  percent  of  the  charts  documented  that  the  patient 
had  chronic  renal  failure  and/or  E.S.R.D.  Initial  serum  creatinines 
greater  than  lOmg/lOOml  and  creatinine  clearances  less  than  5  ml/min 
were  given  as  starting  points  for  dialysis  in  63%  and  16%  of  the 
sample  population,  respectively.  The  remaining  21%  of  the  population 
had  no  documented  corroborati ve  laboratory  evidence  of  E.S.R.D.  or 
chronic  renal  failure  on  intake.  The  major  collabrative  evidence 
given  along  with  serum  or  clearance  values  in  order  of  decreasing 
priority  were:  unsatisfactory  control  of  chronic  heart  failure, 
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nausea  and  vomiting,  unsatisfactory  control  of  hypertension, 
cerebral  dysfunction  and  intractible  fatigue  and  weakness.  It 
should  also  be  noted  that  13%  of  the  sample  population  not  includ¬ 
ed  in  the  priority  ranking  above  had  two  or  more  collaborative 
factors  listed. 

B)  Psychosocial  Parameters  and  Initial  Evaluation 

There  is  a  weakly  moderate,  highly  significant  association 
between  whether  a  person  is  informed  of  his  treatment  options  and 
whether  he  is  informed  of  realistic  expectations  of  his  eventual 
response  to  various  types  of  treatment.  Informing  a  patient  of 
the  options  and  the  patients'  and  families'  acceptance  of  treat¬ 
ment  were  similarly  associated.  (See  Crosstabs  2,  3). 

The  highly  significant,  moderately  strong  association  and 
corresponding  strong  strength  of  the  association  between  a  patient's 
being  realistically  informed  about  expectations  and  his  and 
the  family's  acceptance  of  treatment  underscore  the  positive 
benefits  of  a  patient's  invovlement  in  and  understanding  of  his 
illness  and  his  coping  ability.  (See  Crosstab  4)  "Patient  inform¬ 
ing  value"  was  considered  very  important  by  the  California  RMP 
group  who  recommend  a  100%  compliance  with  this  variable.  Connecti¬ 
cut's  76%  value  illustrates  its  appreciation  of  this  variable  al¬ 
beit  its  documentation  falls  short  of  the  aforementioned  criteria. 

The  variable  also  appears  to  influence  from  a  moderate  to 
weakly  moderate  extent  the  initial  documentation  and  perhaps  the 
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behaviour  of  other  health  care  professionals  involved  in  the 
management  of  E.S.R.D.  patients.  The  association  between  the 
patient  informing  variable  was  greatest  for  the  initial  psych  eval¬ 
uation  followed  by  initial  social  workers  evaluation,  initial 
nursing  and  initial  dietary  evaluations  with  the  corresponding 
decreases  in  the  strength  of  associations  as  listed.  (See 
Crosstabs  5-8). 

The  moderate  and  weakly  moderate  decreasing  associations  are 
influenced  by  the  relatively  low  documentation  of. such  evaluations 
in  the  predialysis  evaluations  for  the  health  professionals  alluded 
to  above  (14%  psych,  54%  S.W.,  66%  nursing  and  60%  dietary)  and 
point  to  the  autonomy  of  these  professionals  and  underscores  the  po¬ 
tential  benefit  of  greater  team  work. 

No  significant  association  was  found  between  whether  a 
patient  was  informed  of  the  options  by  a  physician  and  (1)  the 
length  of  a  patient  in  the  E.S.R.D.  program  or  (2)  the  reason  for 
exclusion  from  home  dialysis.  The  predominate  reasons  for  such 
exclusion  being  (1)  no  partner,  (2)  medically  unsuitable.  For  26% 
of  the  patients  no  evidence  of  the  possibility  of  home  dialysis 
was  found  in  his  charts.  There  is  only  a  weak,  highly  significant 
association  between  whether  a  patient  had  been  informed  of  a  home 
dialysis  ootion  and  whether  a  patient  was  scheduled  for  or  being 
trained  for  home  dialysis. 

No  significant  association  between  whether  a  patient  was 
informed  of  realistic  expectations  and  the  reason  for  exclusion 
from  home  dialysis  was  found  either.  (Crosstab  9). 
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There  is  only  a  weak  association  with  moderate  strengths  of 
association  between  the  patients  initial  professional  non-MD 
workups  and  whether  a  patient  was  informed  of  realistic  expectations. 
Consequently,  a  pivotal  role  appears  attributable  to  the  M.D.  as 
coordinator  of  the  patient's  care  and  patient  educator.  The 
federal  legislation  mandated  a  patient  care  coordinator  and 
stipulates  that  this  person  is  to  be  appointed  by  the  physician 
director  of  a  given  facility.  The  above  data  raise  the  question 
who  if  anyone  has  been  designated  the  role  with  respect  to  the 
initial  workup  of  the  sample  population.  The  association  between 
workups  and  realistic  expectations  in  increasing  order  of  workups 
are  social  work,  psychiatry,  nursing  and  dietary.  (See  Crosstabs 
10,  11,  12,  13). 

There  is  also  only  a  weak  association  with  moderate  strength 
of  association,  albeit  highly  significant,  between  the  initial 
workup  documentation  and  the  patients'  and  families'  acceptance  of 
treatment.  They  are  dietary,  social  work,  nursing,  and  psychiatric 
in  increasing  strengths  of  association.  The  highly  significant, 
strong  association  between  acceptance  of  treatment  and  the  patients 
being  informed  of  the  options  by  a  doctor  corroborates  the  previous 
evidence  for  the  pivotal  role  of  the  M.D.  as  manager.  (Crosstabs  14, 
15,  16,  17).  The  percentage  of  initial  evaluation  listed  demonstrate 
the  extent  to  which  this  challenge  appears  to  be  met. 

The  constantly  changing  relative  order  of  the  associations  for 
the  initial  workup  parameters  and  the  patients  psychosocial  adjust¬ 
ments  and  expectations  raises  the  question  as  to  what  roles  do  the 
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patient  and  his  doctor  assign  the  other  health  professionals 
in  a  patient's  management.  The  importance  of  this  question  becomes 
clearer  when  one  considers  that  all  of  the  units  visited  utilized 
a  variation  of  primary  care  nursing  and  many  had  social  workers 
in  residence  allegedly  making  daily  rounds.  Nursing  documentation, 
unlike  the  other  allied  health  professionals',  showed  absolute 
percentage  consistency  (albeit  the  Chi-squares  varied)  in  its 
influence  on  the  patients  psychosocial  and  intake  parameters. 

(See  Crosstabs  7,  13,  17,  19). 

There  are  moderate  associations  with  moderate  strong  strengths 
of  association  between  initial  psych  and  initial  social  worker 
workup  documentation  as  well  as  between  initial  psych  and  initial 
nursing  evaluation  documentation.  There  is  moderately  weak 
association  between  initial  nursing  evaluation  and  initial  dietary 
evaluation  with  a  corresponding  strength  of  association  as  well 
as  a  weak  association  and  strength  of  association  for  psych  and 
diet.  These  findings  are  not  surprising  when  one  takes  into 
consideration  the  initial  workup  percentages.  These  suggest  that 
the  quality  of  the  initial  workup  documentation  is  likely  to  be 
good  or  poor  for  all  the  parameters.  (See  Crosstabs  18-21). 

There  is  poor  documentation  of  whether  a  patient  is  medi¬ 
cally  or  psychol ogi cal ly  suitable  for  transplantation,  72%  and 
84%  of  patients  with  no  notes,  respectively.  There  is,  however, 
a  highly  significant,  moderately  strong  association  between  these 
two  variables  with  strong  strengths  of  association  as  might  be 
expected  from  optimal  medical  practices.  The  above  percentages 


. 
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suggest  that  this  should  be  an  area  for  further  investigation  and 
effort.  (Crosstab  22). 

Continued  Professional  Documentation 

There  is  a  very  weak,  negative  correlation  between  the  last 
comprehensive  nursing  evaluation  documentation  and  the  initial 
nursing  evaluation.  There  is  a  better  but  still  weak  correlation 
between  the  last  documented  comprehensive  dietary  evaluation  and 
the  initial  dietary  evaluation.  In  fact  the  R2  for  these  corre¬ 
lations  clearly  shows  the  insubstantial  influence  of  these  corre¬ 
lated  factors  on  one  another.  (See  Correlation  2  &  6).  There  is 
a  6 %  gain  in  the  number  of  patients  without  recent  documented  diet¬ 
ary  workups  from  the  14%  without  initial  dietary  evaluation  docu¬ 
mentation. 

There  is  a  moderate  association  with  a  strong  strength  of 
association  between  the  initial  dietary  documentation  and  chart 
evidence  documenting  a  Na,  K,  fluid  and  protein  order  and  a 
similar  association  and  strength  between  the  former  variable  and 
whether  there  was  a  note  by  a  registered  dietician  within  the 
last  fiscal  year  (1977).  This  implies  some  consistency  in 
dietary  management  for  those  patients  receiving  dietary  services. 
Unfortunately  only  30%  of  the  patients  had  had  a  dietary  consult 
documented  in  the  last  3  months  before  this  study.  Another  30% 
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had  no  dietary  doucmentation  noted  for  the  last  fiscal  year.  (Cross¬ 
tabs  23,  24).  These  values  fall  far  short  of  the  Connecticut  dialysis 

dieticians'  suggested  recommendations  for  follow-up  evaluation 
50 

every  3  months. 

The  above  data  raise  the  question  of  the  consistency  of 
nursing  and  dietary  services  and  imply  that  they  may  be  either 
sporadic  across  the  sample  group  or  that  there  are  inconsistent 
services  for  a  considerable  portion  of  the  group. 

Unfortunately,  correlations  between  the  initial  social 
worker  evaluation  documentation  rate  and  the  last  comprehensive 
social  worker  evaluation  were  not  obtained.  There  is  no 
significant  correlation  between  the  last  documented  comprehensive 
social  worker  evaluation  and  the  frequency  of  social  worker 
consultation  documented  over  the  last  fiscal  year.  (See  Corre¬ 
lation  #3). 

The  following  facts  (1)  initial  social  worker  evaluation 
documentation  rate  of  54%  and  (2)  only  18%  social  worker  consults 
in  last  month,  (3)  34%  documentation  within  last  2  months,  (4) 

72%  documentation  within  last  1/3  year  and  (5)  50%  of  the  patients 
had  no  social  worker  or  less  than  3  social  worker  consults 
documented  in  fiscal  year  1976-77,  do  not  compare  favorably  with 
the  weekly  contact  recommended  by  the  Committee  of  Nephrology 
Social  Workers  of  Connecticut  in  its  suggested  gui del ines . ^ 
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Correlations  between  whether  a  patient  was  informed  of  his 
options  by  a  physician  and  (1)  the  frequency  of  documentated 
nephrology  consults  in  the  aforementioned  fiscal  year  or  (2)  the 
last  documented  nephrology  consult  were  also  not  obtained. 

An  average  of  63%  of  the  patients  were  documented  as  seen  by 
a  physician  more  frequently  than  once  a  month,  75%  at  least  every 
two  months  with  a  median  and  mean  of  frequency  of  documented  contact 
of  1  month.  Consistent  with  these  figures  65%  of  the  patients  were 
seen  in  the  month  before  this  study  and  85%  in  the  last  2  months. 
There  is  a  weakly  moderate  negative  correlation  (significant  at 
the  .05  level),  between  the  frequency  of  documented  nephrology 
contact  and  the  patient's  documented  nephrology  consult,  para¬ 
doxically  suggesting  that  the  more  frequently  the  patient  was 
seen  the  less  likely  he  was  to  be  seen  recently.  (Correlation  #4). 

Dialysis  Evaluation  Parameters 

Seventy-two  percent  of  the  patients  were  dialyzed  three 
times  a  week,  twelve  percent  were  dialyzed  four  times  a  week. 

There  is  a  median  of  3.0/wks  and  a  mean  of  3.5/week.  Consistent 
with  generally  accepted  treatment  regimens  for  stable  dialysis 
patients. 

Only  15.5%  of  the  population  had  no  documentation  of 
transfusion.  The  significance  of  this  figure  is  weakened  by  the 
25%  blank  or  unavailable  response  rate  indicating  missing  chart 
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(lab  values)  or  i rretrieveable  charts  for  the  period  in  question 
(fiscal  1976-77).  The  largest  subgroup  of  the  population  28% 
had  been  transfused  only  once;  however  there  was  a  mean  of  4.47 
transfusions  and  a  median  of  2.0  indicating  that  the  distribution 
is  showed  by  the  multiple  transfusions  for  a  small  number  of 
patients.  It  was  not  always  possible  to  differentiate  whether 
a  patient's  transfusions  were  for  E.S.R.D.  related  anemia  or 
concomitant  patient  problems  (i.e.,  surgery  with  "prophylactic 
transfusion")  which  would  give  the  erroneous  impression  that 
more  people  were  transfused  or  that  some  were  transfused  more 
frequently  than  necessary  to  control  their  E.S.R.D.  related 
anemia. 

The  patients  Hct  and/or  Hbg  was  documented  as  drawn  about 
every  five  weeks  with  a  mean  of  4.8,  median  5.0  and  S.D.2.  173. 

The  greatest  subgroup  38%  had  the  Hct  taken  every  5  weeks,  followed 
by  20%  every  2  weeks  and  16%  every  3  weeks  accounting  for  72% 
within  every  5  week  period.  There  is  no  "standard"  frequency  of 
Hct  or  Hgb  for  dialysis  patients.  The  Yale  protocol  recommends 
monthly  blood  indicies.  The  California  RMP  group  similarly 
recommends  100%  compliance  with  monthly  Hct  or  Hgb  testing. 

Sixteen  of  the  patients  had  no  reliable  information  on  Hct/Hgb 
testing  available  for  the  study  period. 

The  CBC  documented  drawing  frequency  had  an  essentially 
bimodal  distribution  with  22%  and  38%  of  the  patients  having 
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documented  test  at  2  and  4  week  intervals,  respectively.  A  mean 
of  5.3  and  a  median  of  4.0  demonstrate  the  influence  of  the  16% 
unavailable. 

No  crosstabs  between  CBC,  Hct  and  the  times  the  patients 
were  transfused  were  done.  There  is  a  highly  significant, 
strong  association  between  the  frequency  of  CBC  documentation 
and  the  frequency  of  platelet  documentation  (See  Crosstab  43). 

There  is  also  a  highly  significant,  strong  association  with 
moderate  strength  of  association  between  thefrequency  of  CBC 
documentation  and  the  documented  frequency  rate  for  electrolyte 
drawing. 

There  is  a  similar  association  between  the  latter  variable 
and  the  frequency  rate  of  K  documentation  as  well  as  between  it 
and  the  frequency  rate  of  BUN  and  creatinine  documentation. 

The  respective  frequencies  are  presented  along  with  the  crosstabs 
(see  Crosstabs  26,  27,  28). 

The  strong  association  between  CBC  and  platelets,  CBC  and 
electrolytes,  as  well  as  electrolytes  and  BUN  are  anticipatable 
where  the  patient  population  is  essentially  a  stable  one 
(sporadic  problems  with  patient  compliance  and/or  simultaneous 
illness  causing  the  majority  of  "acute"  problems)  and  these  tests 
are  consequently  drawn  as  routine  test  for  long  term  monitoring. 

The  percent  of  information  unavailable  for  these  tests  (about  16-18%) 
is  the  same  which  is  highlighted  by  the  strength  of  their 
association  and  underscores  their  pattern  of  documentary  consistency. 
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The  strong  association  between  Potassium  (K+)  sample  docu¬ 
mentation  and  routine  electrolyte  documentation  is  also  logically 
anticipatable  whereas  most  clinical  situations  in  which  the 
dialysis  physician  would  be  concerned  about  the  other  electrolytes, 
he  would  be  concerned  about  the  K+  also  (e.g.,  fluid  balance,  elec¬ 
trolyte  wasting,  activity  of  non-resected  kidney)  and  conse¬ 
quently  they  all  would  be  drawn  simultaneously  and  correspondingly 
documented. 

The  eight  percent  of  patients  with  greater  than  5%  fluctuation 
in  body  weight  and  the  71%  without  this  degree  of  fluctuation  attest 
to  the  role  of  patient  compliance  in  controlling  the  need  for 
fluid  balancing  and  electrolytes  sampling.  The  21%  unaccounted 
for  subgroup,  slightly  higher  than  the  aforementioned  lab  test 
values,  prevent  any  unequivocal  statement  being  made  concerning 
the  "true"  magnitude  of  this  impact  for  any  but  the  documented  79%. 

There  is  an  alarming  20%  in  evidence  in  the  sample  of  documented 
peri-dialysis  symptomatic  hypotension  which  may  reflect  over  zealous  at¬ 
tempts  to  remove  fluid  excess  due  to  poor  patient  compliance,  difficulty 
with  dialysates,  difficulty  getting  patients  off  the  pump,  vasovagal 
episodes  and  psychosocial  manipulation  attendant  to  otherwise 
non-symptomatic  hypotension  to  mention  a  few.  The  former  if 
existent  is  unable  to  be  assessed  from  this  data  because  the 
problem  patients  may  well  be  hidden  in  the  unavailable  category 
of  the  5%  fluid  fluctuation  frequency  distribution.  It  should 
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be  noted  that  symptomatic  was  applied  in  its  most  literal  sense 
when  I  abstracted  these  charts.  The  majority  of  the  complaints 
were  of  nausea  and/or  dizziness.  I  did  not  encounter  any  emergent 
episodes  (e.g.,  abdominal  insufficiency,  loss  of  consciousness, 
coronary  insufficiency,  shock)  in  the  population. 

Another  area  where  dialysis  patients  have  routine  potential 
for  problems  is  in  the  regulation  of  calcium  phosphate  (Ca++,  PO4) 
levels.  The  percent  distribution  for  documentation  of  these  test 
closely  parallels  the  aforementioned  routine  assessment  parameters. 

I  do  not  have  any  cross-tabulations  between  them  and  any  of  the 
previous  variables  to  determine  the  strength  of  association  or  its 
significance  level  but  the  consistency  is  logically  anticipatable. 

There  is  a  highly  significant,  moderate  strenghtened  asso¬ 
ciation  between  the  frequency  of  Alkaline  Phosphatose  (AP) 
documentation  and  the  frequency  of  Ca++  and  PO4  documentation.  There 

is  also  a  highly  significant,  moderately  strong  strengthened 

•V 

association  between  AP  documentation  and  the  frequency  of  trans¬ 
aminase  documentation  (SGOT  and  SGPT)  (See  Crosstabs  29,  30). 

These  crosstabs  suggest  a  possible  dual  role  for  AP  in  the  manage¬ 
ment  of  patients  with  E.S.R.D.  (1)  as  a  screen  for  Ca,  PO4  metabolic 
problems  consequent  to  renal  osteodystrophy  and  (2)  as  a  screen  for 
hepatitis  or  hepatitic  related  sequelae. 

The  duality  is  further  underscored  by  the  highly  signi¬ 
ficant,  moderately  strong  strength  of  associations  between  both 
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the  frequency  of  AP  and  the  frequency  of  SGOT/PT  documentation  with 
the  frequency  of  Australia  Antigen  (AA)  drawing  documentation 
(See  Crosstabs  31 ,  32). 

I  did  not  differentiate  between  isoenzymes  for  AP  when 
abstracting  the  patients  charts  largely  because  I  did  not  "recall" 
seeing  values  fractionated  as  such. 

Consequent  to  its  dual  role,  it  is  difficult  to  interpret 
unequivocally  the  8%  of  the  population  with  a  documented  50%  rise 
in  AP  during  fiscal  1976-77.  The  low  incidence  of  hepatitis 
(about  2%)  makes  the  role  of  this  complication  appear  minimal 
when  compared  to  the  12%  of  patients  who  have  bone  fractures. 

The  10%  incidence  difference  notwithstanding,  the  picture  is 
clouded  by  the  hypothetical  ambiguity  in  differentiating  between 
those  patients  with  bone  fractures  consequent  to  renal  osteodystrophy 
per  se  and  those  patients,  possibly  elderly,  with  trauma,  borderline 
Ca,  PO^  problems  and  bone  fractures.  None  of  the  patients  with 
bone-  fractures  had  a  50%  rise  in  AP,  ergo  the  role  of  osteodystrophy 
appears  to  be  minimal,  at  least  as  judged  by  this  50%  threshold 
value  (Crosstab  33). 

Other  routine  lab  test  for  long  term  management  of  E.S.R.D. 
patients  include  serum  iron  (Fe),  iron  binding  capacity  (Fe  BC) 
and  serum  gl ucose  (G) . 
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COMMENTS  AND  RECOMMENDATIONS 

Several  of  the  problems  germane  to  the  use  of  medical 
records  for  quality  of  care  assessment  are  highlighted  by  this 
study.  The  most  important  the  "discrepancy"  between  chart 
documentation  vs.  the  practice  of  medicine  and  vs.  the  practice 
of  allied  health  professional's  services.  The  non-optimal  habits 
of  the  M.D.  in  chart  documentation  appear  to  have  been  followed, 
perhaps  copies,  by  the  other  health  professionals.  When  I  visited 
the  various  facilities  I  was  impressed  by  the  consistency  with 
which  many  categories  of  professionals  comprehended  the  situation. 
Few  gave  me  the  impression  that  they  believed  changing  their  habits 
would  have  an  impact  on  the  actual  rendering  of  care  and  some 
stated  simply  that  more  documentation  would  mean  less  patient  care. 
I  have  some  "healthy"  skepticism  but  I  also  appreciate  that  the 
medical  record  is  the  basis  for  much  of  the  information  utilized 
by  consultants  and  by  successive  managers  of  a  patient.  A  cavalier 
attitude  is  unjustifiable  because  errors  of  omission  have  been 
known  to  result  in  errors  of  commission. 

The  role  of  the  federal  government  in  financing  health  care 
and  its  willingness  to  exert  some  control  can  no  longer  be  ignored. 
Its  intent  to  do  so,  and  to  use  the  medical  record  as  the  basis 
for  its  review  is  now  about  13  years  old  and  not  likely  to  wave 
as  the  nation  moves  ever  so  slowly  towards  the  government  funding 
or  establishing  the  mechanisms  to  provide  more  and  more  of  the 
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health  care  services  rendered.  The  fact  that  documentation  tends 
to  be  uniformly  good  or  bad  has  some  significant  ramifications  for 
the  latter  should  the  federal  government  get  really  "hard-nose" 
about  the  issue.  The  premonitory  signs  are  already  sending  people 
to  jail  for  abuse  or  apparent  abuse  of  the  government's  heretofore 
easy  disposition. 

The  percent  documentation  rates  listed  in  this  study  clearly 
demonstrates  that  there  is  considerable  room  for  improvement 
in  this  area  in  the  facilities  studies  and  probably  for  the  network. 
One  cannot  help  but  conjecture  how  the  layman  who  writes  the  laws 
and  files  the  suits  would  react  to  the  sensational  presentation  of 
this  raw  data  without  expository  statements.  Certainly  it  would 
not  generate  the  sort  of  publicity  that  would  endear  any  of  the 
health  professionals  to  the  general  public  or  to  the  fed's  funding 
agency.  In  fact,  it  could  have  significant  repercussions  for  the 
funding  of  programs  and  also  stimulate  an  uncontrollable  proliferation 
of  commode  quality  literature. 

The  autonomy  of  professionals  is  often  touted  as  necessary 
for  optimal  treatment  of  patients  by  confident  independently 
concerned  professionals,  but  little  team  work  appears  to  be  manifest 
via  chart  documentation.  In  fact,  the  potential  pivot  role  of 
the  M.D.  as  patient  manager  as  assigned  by  the  legislation  and 
underscored  by  this  study  appears  to  be  lost  in  the  grey-zone 
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between  autonomy  of  another  professional  and  the  need  for 
leadership  as  well  as  coordination  to  assure  a  unified  assault 
on  the  problem.  The  situation  is  comparable  to  too  many  captains, 
on  too  many  boats  vaguely  reminiscent  of  Pearl  Harbor. 

The  problem  of  missing  charts  or  widely  dispersed  documen¬ 
tation  also  figured  prominently  in  the  results  of  this  study. 

I  often  had  to  consult  four  or  five  sources  of  information 
ostensibly  referred  to  as  the  patients  medical  record.  Conse¬ 
quently,  a  laborious  task  became  exasperating  and  frankly 
burdensome.  The  cost  to  all  of  us  as  consumers  would  be  astro¬ 
nomical  if  professionals  had  to  spend  as  much  of  their  time  waiting 
as  I.  I  must  state  that  the  cooperation  that  I  received  in 
locating  all  the  information  I  needed  was  good  to  excellent, 
but  I  question  the  need  for  such  organized  disorganization. 
Parenthetically,  I  might  add  that  Dr.  Gelfman's  record  keeping 
system  and  St.  Raphael's  nursing  summary  reports  are  worthwhile 
investigating  for  network-wide  usage. 

Another  problem,  that  of  averages  and  the  impact  of  acute 
episodes  on  the  frequency  of  parameters  supposedly  assessing 
the  routine  quality  of  care  made  me  appreciate  the  need  for 
differentiating  between  acute  and  long-term  routine  management 
of  patients  in  order  to  get  the  most  representative  data  pertaining 
to  the  latter  which  may  be  markedly  skewed  by  the  former.  I  did 
not  differentiate  between  the  two  and  I  have  no  appreciation 
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for  the  magnitude  of  this  potential  impact  on  my  data.  The 
fact  that  the  frequencies  presented  are  consistent  with  generally 
accepted  medical  practice  for  many  of  the  dialysis  assessment 
parameters  may  indicate  that  an  averaging  out  effect  occurs. 

This  is  no  consolation  because  the  frequency  of  patients  receiving 
insufficient  care  is  lost  when  only  the  aggregate  data  is  viewed 
as  might  occur  when  it  is  perused  by  the  uninitiated. 

The  problem  of  diagnostic  specificity  presented  in  a 
unique  manner  for  this  study.  Many  patients  with  E.S.R.D.  had 
E.S.R.D.  of  uncertain  eitiology  and  logically  were  spared  the 
physical  and  emotional  expense  of  a  work-up  because  it  would  often 
be  fruitless  and  not  affect  their  treatment.  Unfortunately , 
however,  no  prognostication  about  potential  users  can  be  gleaned 
from  this  approach. 

The  rate  of  documentation  of  the  patients'  resource  (lab) 
consumption  was  better  than  that  of  the  professionals.  The 
facilities  I  visited  were  only  5  out  of  14  in  the  State  and  one 
could  easily  postulate  that  they  are  amongst  the  better  facilities 
because  of  the  resources  available  to  them  (at  least  3  affiliated 
with  a  major  university  complex).  The  profile  analysis  of  these 
facilities  are  ample  fuel  for  an  active  mind  to  speculate  on 
the  quality  of  care  of  their  patients  as  well  as  the  quality  of 
documentation  and  the  "attendant"  quality  of  care  of  the  less 
"sophisticated"  facilities. 
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Much  of  these  comments  have  admittedly  pointed  to  potential 
weaknesses  in  the  Connecticut  E.S.R.D.  patient  services.  Perhaps 
if  politics,  time  and  money  had  been  more  cooperative  a  more 
reliable  indication  of  what  is  going  on  not  only  in  the  facilities 
studied  but  the  State  would  have  been  possible. 

I  strongly  recommend  that  the  M.R.B.  look  into  the  area 
where  poor  documentation  was  described  in  the  results  and 
discussion  of  this  study  not  just  into  the  facilities  studied  but 
on  a  statewide  level.  I  also  strongly  recommend  a  statewide 
study  of  greater  sophistication  with  respect  to  acute  and  chronic 
treatment  be  undertaken  in  an  attempt  to  get  more  refined,  truely 
representative  data  using  the  instrument  described  herein  with  the 
appropriate  modifications  or  a  similar  one.  I  suggest  that  some  in¬ 
strument  for  accurately  defining  the  transplant  decision  tree,  and 
home  dialysis  exclusion  decision  tree  be  developed  and  lastly  I 
urge  the  M.D.'s  not  to  give  the  impression  that  they  are  abandoning 
or  are  ill-suited  for  the  leadership-coordi nator  role. 

In  closing  I  would  like  to  say  (1)  autonomy  is  not  a  synonym 
for  lack  of  accountability;  (2)  this  instrument  does  show  gross 
lack  of  documentation  and  failure  to  achieve  stated  guidelines;  (3) 
statewide  use  of  this  instrument  is  a  valid  starting  point  to  isolate 
and  identify  critical  problems. 
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Figure  6.  Dlaljsu  Survival  Curve  (years  of  treatment). 


TABLE  VI 
DEATH  ETIOLOGY 
CEREBRAL 
CARDIAC 
CALCIUM 
ACCIDENTAL 
HEPATIC 
SUICIDE 

MISCELLANEOUS 

Hr? 


8 

6 

3 

3 

2 

2 

10 


TABLE  VII 

TEN  MISCELI.ANI  OUS  DEATHS 


HYPERKALEMIA  2 

PERICARDIAL  TAMPONADE  1 

COLLAGEN  DISEASE  1 

NEUROMUSCULAR  BLOCKADE  1 

CANCER  1 

UNKNOWN  4 
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INtmii'f,  I  iv.  Klh  Hr|i..il  III  llir  IIuim.hi  Km.il  N. 


™ . "I  "'<■ . MUM  ItrMul  I..M.|il,MM  It,,,,,,.  i|VM)-«  I'M  vr  I  s  Iin 

Twrlftll  HfrMMl  "f  Ih-  Hum, mm  Hrrml  I  rn,M|,lnnt  Kr,„„v  on,  mon.lM.  ,  ,  "  r,l«-  "fpliM.I  f.,t  v,  (.  Ill  I  im  Ihr  I".  >l*>l'"M'tl„,i.  yt  M.  HIM  l.u  liliWd  In  lh« 

’  mon.hiy  .,,pl„.|  ,OI  y(  ,,  |(,  |(if  |h#  hi|[h  ,„lim|llllin  . . .  UW4 


Intilii  ?  I  •.timiitnrl  Anninil  I’nliimt  i;„',|.,  Ai  r-m tf,  Molli 
od  of  Irentmont  (Current  Dollars)  • 


U 


!fl 


Mm  hop 


Facility  dialysis 
Home  dialysist 
Cadaveric  transplantation  J. 

1st  yr  costs 
Follow-up  costs: 

For  patients  with 
guccessful  grafts: 

Stable  success: 

%  of  surviving  patients 
Follow-up  costs 
Unstable  success 
%  of  surviving  patients 
Follow-up  costs 
Rejection  costsll 
Dialy  sis  costs: 

For  patients  surviving  & 
returning  to: 

Facility  dialysis 
Home  dialysis 


Y»  1 

Y«  2 

Y«  1 

Y»4  10 

.( 

24.500 

24,500 

24,500 

24.500 

t 

1 

17,000 

15,400 

15,400 

15,400 

25,000 

— 

— 

- 

• 

§ 

75% 

3.000 

92% 

2,000 

92% 

1,500 

— 

25% 

8% 

8% 

§ 

9.000 

9,000 

9,000 

§ 

10.000 

10,000 

10,000 

i 

4 

24.500 

24,500 

24,500 

24,500 

1 

15,400 

15,400 

15,400 

15,400 

Vr, 


1  HL.M.W  |.\(;|. 

Vt.U  1 


Tnhlc  4.  Cumulative  Discounted  in 
rnimioH  i  ,,  teu  10-Year  Costs  and 


COUn'e^l™  ^ocalod  with  ThL  Treatment  T, 


J.cn  Option,  (,000  Patients  ShVftVngAnn 


ually). 


Opfio* 


•Source.  Intern.il  Management  Reports  assessing  the  National  Cost  and  Charge  Ex¬ 
perience  (Chronic  Renal  Disease  Branch.  Medicare  Bureau,  Health  Cure  Financing  Ad¬ 
ministration). 


tCosfS  of  home-dialysis  equipment  &.  supplies  reflect  1976  catalog  prices  of  major  sup¬ 
pliers  Costs  of  those  who  assist  patients  with  the  operation  of  home-dialysis  equipment 
excluded. 


Facility  dialysis  to  home  dialys,,; 

*  tcility  dialysis* 

"'"h  transition  to  home  dialysis 

W.th  transition  .o  cadaveric  transplantation 


^Applicable  to  1st  8l  2d  transplants  (Ist-yr  costs  for  2d  transplants  are  estimated  at 
$20,000) 

§!ncluded  in  Ist-yr  costs. 

Hl-time  additional  costs  in  yr  of  rejection  incurred  by  all  patients  with  rqoction  of 
transplants. 


(hiph  assumption) 


With. runs, "on  ,o  cadaveric  transplantation 
(low  assumption) 

Wfh^T'l'nn  '°  CJdaveric  ««nspUniation 
(nigh  assumption) 


Un-Yu 

Co 

(S  Mn 

25,979 

$71 

26.790 

47? 

25,979 

$717 

21,478 

387 

24,177 

438 

26,790 

$477 

21,478 

334 

24,177 

374. 

•Without  transition 
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Table  3.  Discounted  Life-Years  and  Costs  for  1000-Patient  Cohorts  According  to  Method  of  Treatment  ($  Millions).  !  ■  '  i  '  "J 

MSTHOO 

Y* 

CoHoat- ’  .  .'■*  ■' 

Ltsilitv  Qiaky 

I* 

2 

3 

4 

5 

6 

7 

8 

9 

10 

;■  %$ 
4.733  i}\  a  { *  * 

1  licit. 

Tost  ($) 

Home  dialysis: 

889 

758 

651 

551 

463 

390 

328 

276 

232 

195 

22.19 

19.29 

16.89 

14.55 

12  48 

10.69 

9.18 

7  86 

6  74 

5.78 

I itir  ;'.fj 

;  |6  ".  .  ,  y<  3W 

•  ’  4,885  !?,  '  viv'S 

v  '  ‘  VJ 

tern 

L  i  fe-\ r 

907 

787 

673 

570 

479 

403 

339 

285 

240 

202  j 

Costs  ($) 

Ciiliiserjp  |ransnlanla|ion  (low  assumption): 

15.71 

12  59 

1096 

9.46 

8  11 

695 

5.96 

5  11 

4  38 

3.75 

File  sr 

806 

595 

<05 

439 

376 

324 

274 

210 

194 

163 

Csists  (including  post-rejection 
facility  (lulvsis) ($) 

27.42 

6  99 

4  83 

4  09 

3.51 

3.16 

2.69 

2.31 

1.95 

1.67 

Cosls(including  post -reject ton 
home  dialysis)  ($) 

Cadaveric  transplantation  (high  assuinpnon) 

26.63 

5.49 

347 

2  96 

255 

2.30 

1.96 

2.70 

1.42 

1.23 

(i,50,7l  .  ,.  $  ’’ 

./  i.  ti  .  ;,r  y  *,  c •  v 

..  :  r*;  .<,vvj4*y;.^5iJ 

4.435  V  ‘ 

I  .ilc- \  r 

847 

676 

582 

510 

442 

378 

318 

267 

225 

190 

Costs  (including  post-rejection 
facility  dialysis)  ($) 

28  12 

8  13 

6  25 

5.43 

4  80 

4.20 

3  60 

3.13 

2  66 

2.30 

'  68.62  IvV'  -  ,  ' ,  Jt 

.L  >4 

f  56.51 

v  i  .  ';J,7 

Costs  (including  post-rejection 
home  dialysis)  ($) 

27.18 

6  29 

4  47 

3.83 

3.41 

3.01 

2  56 

2  22 

1.90 

1  64 

•Owing  to  “renormalizing”  the  Ist-year  facility-dialysis  figures  represent  the  2d-yr  expcnence  for  facility-dialysis  treatment  but  the  Ist-yr  experience  for  other  treatment  method*. 
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RULES  AND  REGULATIONS 


Title  20 — Employees’  Benefits 

iIAPTER  III— SOCIAL  SECURITY  ADMIN¬ 
ISTRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

[Regulations  No.  5,  further  Amended] 

IRT  405 — FEDERAL  HEALTH  INSUR¬ 
ANCE  FOR  THE  AGED  AND  DISA8LED 

I  editions  for  Coverage  of  Suppliers  of 
Id-Stage  Renal  Disease  (ESRD)  Services 

rhe  amendments  to  the  regulations  set 
j-th  below  are  adopted  in  final  form  by 
U  Commissioner  of  Social  Security  with 
t3  approval  of  the  Secretary  of  Health, 
lucation,  and  Welfare.  These,  amend- 
rnts  are  intended  to  further  implement 
'299I~  of  the  Social  Security 
JieMxaents~or  1972  (P.L."  92-603), 

ticK“&3ftends"  Medicare  protection  to 
afTndlvldual-who  has  end-stage  renal 
cease  requiring  dialysis  or  transplan ta- 
toTPfovided  that  such  individual:  (1) 
li  fully  or  currently  insured,  or  entitled 
{monthly  benefits  under  Title  n  of 
{rSociah-Security  Act;  or  (2)  is  the 
$  >use  ~or  dependent  child  of  an  indi- 
voai-sa  insured  or  entitled  to  such 

n  nthly  benefits.  - 7 - 

)n  July  i,  1975,  there  was  published 
h^eTTnrr:RAirftECXSTERT40  FR  27782)'  a 
M  Ice  of  Proposed  Rule  Making  with 
p  posed  amendments  to  regulations  re- 
hligTo:  (a)  the  conditions  for  coverage 
vilch  suppliers  of  ESRD  services  must 
if  3t\ta qualify  for  Medicare  reimburse- 
nQtfi  (b)  the  certification  procedures 
((  such  suppliers;  (cFth'e  provision  of  a 
jnlmal  utilization  rate  for  covered 
pcediiFesr/  dr  the  designation  of  ESRD 
nwork.areas;  (e)  the  establishment  pf 
N  work  Coordinating  Councils,  and  (f) 
b  provision  of  Medical  Review  Board'to 
«:en"Rie  appropriateness  of  patients 
fcitlie .proposed  treatment  procedures, 
inrder  to' implement  Section  2991  of 
O  Ssclal  Security  Amendments  of- 1972 
(Hi.  92-603") . 

aterested  parties  were  given  the  op- 
pUunity  to  submit  data,  views,  or  argu- 
mits  on  the  proposed  amendments 
wain  60  days  of  the  July  1,  1975,  notice 
obroposed  rulemaking.  Comments  were 
re :ived  from  many  sources  (including 
reresentatives  of  national.  State  and 
lo.f  organizations)  concerned  with 
EHD  care  of  patients.  Approximately 
.45  letters  were  received,  many  of  which 
retained  comments  on  various  portions 
of  he  proposed  regulations  so  that  the 
to  ,1  number  of  comments  approximated 
U).  Although  a  large  number  of  com¬ 
mits  were  received  after  the  September 
1. 975  deadline,  each  comment  received 
bi  been  carefully  considered.  The  larg¬ 
es  number  of  comments  were  in  the 
Mis.  pf  the  definitions  concerning 
EltD  facilities  and  personnel,  network 
Mis  and  organizations  (network  co- 
ornating  council  and  medical  review 
bcrd),  and  minimal  utilization  rates.  A 
l&sr  number  of  comments  were  related 
■to histocompatibility  testing,  and  the 
hflth  and  safety  requirements  for  facil¬ 
ity;. 

or  purposes  of  organization,  the  dis- 
cuiion  of  the  comments  and  the  actions 
tarn  follows  the  sequence  of  the  sec- 
ws  of  the  regulations. 


Section  226(g)  of  the  Social  Security 
Act  (the  Act)  authorizes  the  Secretary 
to  limit  Medicare  reimbursement  for 
kidney  transplant  and  dialysis  services  to 
facilities  meeting  such  requirements  a3 
he  may  by  regulation  prescribe.  Section 
226(g)  also  provides  that  such  regula¬ 
tions  must  include  requirements  for  a 
minimal  utilization  rate  for  covered 
procedures  and  for  a  medical  review 
board  to  screen  the  appropriateness  of 
patients  for  the  proposed  treatment 
procedures. 

The  following  amendments  to  the  reg¬ 
ulations  specify  the  health  and  safety 
requirements  that  facilities  furnishing 
ESRD  services  must  meet  to  qualify  for 
Medicare  reimbursement.  In  addition, 
the  amendments  require  that  these  facil¬ 
ities  be  organized  into  coordinated  sys¬ 
tems  (“networks”)  for  the  delivery  of 
ESRD  care. 

The  ESRD  program  became  effective 
July"!,  I9Tr3Tand“srnce  then  has  operated 
Under~fnterim— r emulations  “published*  In 
the- Federal-  Register  of  June  29,  '  1973 
f38-ErR_172 1  CD  TThe"  interim  regulations 
■provide' for  reimbursement  to  those  facil- 
rties~which  wefe~  furnishing  ESRD  care 
on  or  betore  JuneTTT  1973,' and  describe 
cfrEefiarTor~aUowtng-reimbursement  to 
additional' or^expanded' ESRD  facilities 
durirrErthe-Interim  period.  (To  give  the 
public  a  foTmalUpportunity  to  particl- 
paXeTirthe'developmenT  of  the  criteria 
used  in-granting-  requests  for  exceptions 
to  the  limitation  on  participation  during 
the  interim  period,  the  interim  regula¬ 
tions  were  republished  in  the  Federal 
Register  of  ApU  22, 1975  (40  FR  17746) ) 
after.  Notice  of  Proposed  Rule  Making. 
The  interim  regulations,  as  published  and 
republished  are— being  "superseded  by 
tHese"‘nIongtterm’r'  amendments  to  the 
regtilations^lTie  interim  regulations  ex- 
plaihed  that  recognition  of  a  facility  on 
an  ihterimUasis  was  no-assurance  that  it 
would  be  approved  on  a  continuing  basis 
for  reimbursement  under  the  “long¬ 
term"  program.  Facilities  not  qualifying 
under  the  “long-term”  regulations  will 
be  phased  out  in  a  manner  that  will  min¬ 
imize  any  ^disruption  of  services  to  ESRD 
patients.  -  '  -T ' 

The  policies  for  the  ESRD  program 
which  are  incorporated  in  these  amend¬ 
ments  are  based  on  the  operating  experi¬ 
ence  of  the  program  since  publication  of 
the  interim  regulations  in  June  1973,  as 
well  as  on  extensive  communications 
with  professionals  and  other  persons 
knowledgeable  in  the  areas  of  nephrology 
and  transplant  surgery. 

These  amendments  are  intended  to  ac¬ 
complish  the  following  objectives: 

-  (1)  To  assist  'beneficiaries  who  have 
been ' jiin  gnosed '  as '  having  ESRD  to  re¬ 
ceive  the  care  they  needT  ' 

(2)  To  encourage  proper  distribution 
and  effective  utilization  of  ESRD'treat- 
mentpesources  while  maintaining  or  im¬ 
proving  the  quality  of  care;  and, 

(3)  To  provide'dhe  flexibility  necessary 
for  the  "efficient  "delivery'  of~appropriate 
cartfby  physicians  and  facilities. 

The  broad  array  of  professional  skills 
and  facilities  involved  in  the  treatment 
of  persons  with  ESRD  Indicates  the  need 
for  a  system  to  promote  effective  coordi¬ 


nation.  Accordingly,  these  final  regula¬ 
tions  require  ESRD  treatment  facilities 
to  join  together  into  groups  called  “net¬ 
works". 

During- the  past  decade,  programs  con- 
ductecf  by  agencies  of  the  Public  Health 
Service  and  the  States  have  demon- 
stratedThat  integration  of  hospitals  and 
other  Tiealtfr"  facilities  into  organized 
networks  Ls  the  most  effective  way  to  de- 
llver  ESRD  care.  An  organized  network 
tends  to  assure  coordinated  patient  re¬ 
ferral  as  well  as  access'  to  resources.  It 
also  permits  the  concentration  of  equip¬ 
ment  and  specially  trained  personnel  in 
centers  where  they  can  be  used  efficiently 
to  treat  large  numbers  of  patients.  This 
approach  has  been  advocated  by  commit¬ 
tees  of  national  voluntary  health  or¬ 
ganizations.  " 

The  population  base  of  each  network 
sliquIdbeTarge  enough  to  permit  the  de¬ 
liver;  of  a  full  range  of  ESRD  diagnostic 
and  -therapeutic  services  needed  by  all 
paRenTs~"within'the  network“area.  Ac¬ 
cordingly, -2S  of  the  network  areas  desig¬ 
nated  in  the  Appendix  to  the  Subpart  U 
serveTT  minimum  population  base  of  3.5 
milli on,_twhiie  an  additional  six  network 
areas, serve  a  smaller  population  base  as 
thisminimum  would  not  be  feasible).  In 
order  to  accommodate  patient  choice,  and 
tbjfllov  for  sufficient  peer  review  within 
the  network,  each  network  will  be  re¬ 
quired  to  have  at  least  two  transplant 
centers  whenever  feasible. 

'  The  network  concept  will  be  found 
in  existing  patterns  for  referral  of  pa¬ 
tients  to  treatment  facilities,  these  exist¬ 
ing  referral  patterns  in  effect  constitut¬ 
ing  informal  networks.  Insofar  as  fea¬ 
sible,  network  designations  conform  with 
these  referral  patterns.  AJLhQUgh.  the 
designation  of  network  areas  is  made  by 
Jthe_Secretary,  the  structure  and  the  ad¬ 
ministration  of  each' network  will  be  the 
responsibility  of  the  representatives  of 
its  component  ESRD  facilities. 

^/Tiiesa  final  regulations  require  that  in  . 
"order  to  qualify  for;  reimbursement,  an 
ESRD  facility  must"  be  a  member  of  a 
netwoTkrThe  network  must  organize  it¬ 
self  through  the  establishment  of  a  Net- 
woTkTC^ordinating  Council,  with  repre¬ 
sentation  from  all  ESRD  facilities  in  the 
networtcwTheDietwork  and  its  Council 
will_  perfomflT’aniqueToIer  asTiaison  be¬ 
tween  the...  Federal  Government  _p.nd 
available  community  resources,  with  the 
Council  supplying  to  "the  Secretary  in¬ 
formation  which  the  JBecretary  may  Use 
to  make  determinations.  The  Council  wiil  .V- 
also' make  recommendations  to  member  * 
facilities  as  needed  TO"  achieve  the  ob¬ 
jectives -of  the  network,  In-addition,  each 
network,  through  its  Council,  will  estab-' 
Iish  a  Medical  Review  Board  to  review 
the"~appropriateness  of  ESRD  '  patient 
care  and  service. 

An  essential  element  in  the  ESRD  pro¬ 
gram  is~  a  medical  information  system. 
ATT'ESRITTacflities  participating  in  the 
program  Will  be  required  to  supply  data 
to  this  system.  "When  the  medical  infor- 
mation  pertairis  td' Individual  patients,  it 
will  be  treated  as  confidential  and  will 
not  be  disclosed  except  as  authorized  by 
Department  regulations  on  confiden¬ 
tiality  and  disclosure  (see  45  CFR  Parts 
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5  and  5b  and  20  CFR  Parts  401  and  422  regulations  apply  In  detail  to  facilities 
(Subpart  E>>.  furnishing  dialysis  services  but  apply 

For  participation  in  the  ESRD  pro-  only  minimally  to  renal  transplantation 
gram,  a”  facility  must'  also,  meet  -the—  facilities.  Other  comments  indicated  con- 
~  minimal  utilization  rates  for  covered  pro-  cem  that  the  proposed  regulations  would 
cedures  published  in  these  final  regular  .establish  requirements  which  were  nearly 
tions.  These  rates  apply  to  transplantariV&Hplicative  of  the  existing  requirements 
tidn  and  dialysis,  and  may  be  modified'^vfdr)  hospitals  under  the  Medicare  pro- 
by  future  amendments  to  the  regula^s^^OTirThe- proposed  regulations  recog- 
tidnsrA  facility  which  is  not  in  compli-  Xnized  the  fact  that  renal  transplantation 
ance  with  the  applicable  minimal  utili^^Rcgiters  and  “renal  dialysis  centers  are 
zatioh~  TatesR'may  be  “conditionally  ^hospitals  participating  as  providers  in 
approved'  for” a.  limited  period  to  allow  it  ‘  the  Medicare  program.  Also  participating 

..  timeTTor_ attaining _ compliance."  These  .^killed  nursing  facilities  may  wish  to  be 

U.  final  regulations  also  provide  for  excep-  Approved  as  renal  dialysis  facilities, 
tions  to  the  minimum  utilization  rates  \$vhile~7hbspital  laboratory  departments 
-to  be  granted  to  a  dialysis  facility  lrfc^mcl  independent  laboratories  may' wish 
v  unusual  situations  if  it  can  be  shown  that  ~±'0  furnish  the  laboratory  specialty  of  his- 
nonparticipation  in  the  ESRD  program  rjqcompatiblity  testing.  However,  pro- 
l  would  be  detrimental  to  the  achieve-  aiders  or  suppliers  of  services  currently 
ment  of  program  objectives.  v participating  in  the  Medicare  program 

{'/  Through  a  Memorandum  of  Under-  urnust  also  meet  the  conditions  for  cover- 
y  standing  reflecting  agreement  reached  ^tge  contained  in  the  these  amendments 
/  between  the  Department  of  Health,  Edu-  yto‘  regulations  in  order  to  become  ap- 
•  cation,  and  Welfare  and  the  Veterana-^proved  as  suppliers  of  ESRD  services  and 
.  Administration," specified  Veterans  Ad-'*-$n  order  to  become  approved  to  furnish 
ministration  Hospitals  can  qualify  for  the  laboratory  specialty  of histocompati- 
'  ESRD 


participation  in  the  ESRD .  program 
.’  These  specified  Veterans  Administration 
-  Hospitals,  .when  found  s  to  .meet.  Title 
i  yyTTT  requirements,  will  be  part  of  a 
.  network  and  wall  be  represented  on  its 
.  Council.^  They  wilf  also  be  required  to 
comply  with  .  the  ESRD  regulations  de- 
'  scribed  "herein  with  respect  to  the  care 
ibey  furnish  to  Medicare  patients.  Simi¬ 
larly,  other  Federal  facilities  may  par- 
v'„  ticipate  in  the.  ESRD  program  provided 
,  that  they  meet  the  requirements- of  these 
regulations, 

Wv  'To  conform  other  pertinent  regula- 
•  t  tions  with  Subpart  U  and  ESRD  program 
requirements,  these  final  regulations 
ataeffid: Subpart  M  (Conditions  for  Cover- 
'  age  of  Services  of  Independent  Labora- 
■  torles  (39  FR  33690) )  to  include  require- 
V  meats  for  an  independent  laboratory 
•d- ’performing  histocompatability  testing; 
'/■ .  SuBpart  S  (Certification  Procedure  for 
, ",  Providers  and  Suppliers  of  Services); 
and  Subpart  J  (Conditions  of  Participa¬ 
tion;  Hospitals).  Subpart  O  (Providers 
:  of  Services,  Emergency  Service  Hospi- 
\  tals.  Independent  Laboratories,  and  Sup¬ 
pliers  of  Portable  X-ray  Services,  Deter- 
.  minations  and  Appeal  Procedures)  has 
;  elsewhere  been  amended  to  reflect  im¬ 
plementation  of  the  ESRD  program.  41 


bility  testing. 
Section  226(g) 


of  the  Act  authorizes 


ESRD  services. 

-  Other- writers  commented  that  the 
proposed  regulations  were  not  consistent 
with  one  of  the  objectives  of  the  ESRD 
program  (Section  405.2101)  in  that  very 
little  flexibility  was  provided  for  in  the 
requirements  concerning  ESRD  facilities. - 
In  answer  to  these  comments,  the  De¬ 
partment  believes  that  although  the  reg¬ 
ulations  place  certain  requirements  upon 
facilities,  the  manner  in  which  the  re¬ 
facilities,  the  manner  in  which  the 
requirements  may  be  fulfilled  can 
vary.  As  an  example.  Renal  Dialysis 
Facilities  are  required  to  peri¬ 
odically  analyze  and  treat  the  water  used 
in  dialysis  and  to  maintain  records  of 
test  results.  This  provides  the  opportu¬ 
nity  for  standards  for  testing  to  change 
to  be  compatible  with  currently  accepta¬ 
ble  dialysis  techniques.  There  is  an  im¬ 
portant  need  to  retain  flexibility  as  an 
operating .  policy  since  the  care  of  pa¬ 
tients  with  ESRD  cun  be  expected  to  be 
subject  to  rapid  changes.  Interpretation 
of  the  regulations,  as  well  as  future 
amendments  to  the  regulations,  should 
not  stifle  acceptable  and  needed  techno- 


the  Secretary  ~to  limit  Medicare  reim-s^logic al  changes  which  may  influence 
bursement  for  kidney  transplant  and ''-•^concepts  of  good  ESRD  patient  care, 
dialysis  services  to  facilities  meeting  suqh  Many  comments  were  received  from 
requirements  as  he  may  by  regulatiohitPdtients  presently  undergoing  trea  tmen t 
prescribe.  These  amendments  to  the  vf°r  ESRD;  their  major  concerns  r.  ere 
Medicare  regulations  provide  the  re-V*that  the  designated  network  areas  would 
quirements  which  facilities  must  meet  in  prevent  patients  from  receiving  care, 
order  for  their  services  to  be  covered.  Mrom  facilities  located  in  a  network  area 
under  the  ESRD  program.  Hospitals,  to  pother  than  the  area  in  which  the  patient 
participate  in  the  Medicare  program,  ^Resides.  It  should  be  understood  that  net- 
must  be  in  compliance  with  the  condi work  areas  relate  only  to  the  location  of 
tions  of  participation  which  are  listed  in  w  facilities  and  not  to  the  resioence  ol  pa- 
Subpart  J  of  the  Medicare  regulations^  tients;  it  is  explicit  in  section  1802  oi  the 
Examples  of  the  conditions  of  participaQM5ct  and  in  section  405.2110  that  patients 
tion  in  Subpart  J  are:  Governing  Body,  ^Oaay  receive  care  at  the  facility  of  tneir 
Physical  Environment,  Medical  Record  choice.  The  regulations  provide  fcr.the 

ESRD  (facilities  within  each  designated' 

,  area'  to  organize  to  carry  out  review  of 
ESRD 'patient  care  being  furnished,  by 


Deportment,  etc.  JEhe  ..Conditions  for. 
C overage  of  Suppliers  of  ESRD  Services 
listed  in  Subpart  U  of  these  amendments 
similarly  contain :  Governing  Body  and 
Management, .  Physical  ^Environment, 
Medical.  F,ecords._  Hospital  compliance 
with  the  requirements  for  reimburse- 
ment  of  ESRD  services  will  be  considered 
within.,  the  context  of  the  furnishing  of 
ESRD  services.  For  example,  a  Medicare 
approved  "hospital  will  have  a  function¬ 
ing  Governing  Body;  approval  for  reim¬ 
bursement 'for  ESRD  will  require  (see 


U  section  4052136)  that' In  addition,  there 


facilities  located  in  the  network  area  and 
to  plan  to  achieve  appropriate  access  for 
all  ESRD' pajtients  treated  by  the  facili- 
taes~In  their  area.  Thus,  while  the  net- 
work'areas  were  drawn  witn  reference  to 
current  patient  flow  and  include  all  the 
modalities  of  ESRD  care,  a  patient  is 
not  precluded  from  receiving  care  in  a 
facility  outside  the  network  area  in 
which  he  or  she  resides. 

Comments  on  various  sections  of  the 


documgtoUon  that  the  Govemlng.^op^  reCTlaUo^totrt  out  apwr- 


FR  8481  (February  27,  1976).  _ 

i :} X  Comments  '  c^^tio^g^  wnission  of  needed  items  and  sug- 

.  (  "  kany  of  the  comments  were  of  a  gen\Jf  MedlcarReview  Board  of  thej^gested  that  th^e  item,  be  adaed  to  L.e 

-  eral  nature.  For  example,  while  manys->ESRD  network  since  other  aspects  will  Regulations.  For  enf 

T  comments  suggested  changes  in  network-  hayejieen  certified  under  the  conditions  feiESR^dShrs^fa^tybe resronible 
-  '  area  designations  and  the  composition  of  participation:  Similarly,  hopsitals  ESRD  fa^fly  be  resp^le 

V  and  functions  of  the  network  organiza-  credited  by  the  Joint  Commissionon  Ac-  t^chSiouL  SonS  who,- 

•  tions,  the  comments  contained  substan-  creditation  and  by  the  American  Osteo-  •  ®SSiSt^SJestedtoat^he  Director 
tial  support  for  the  concept  of  organized  pathic  "Association  are  deemed  to  meet;  a  Suing  mogmm 

ESRD  networks  to  promote  coordinated  the  Medicare  conditions  of  participation  nnPnMhl  Jn.fr  These  fina/V^uia- 
:  PaUent  referral  and  access  to  the  full  e^^^^>®‘1^£j|l^z^^°J^n5®y*jY<^^mis^equireethea^lS1^e^tlvero^cer 

range  of  resources.  and  institutional  planning  (Subpart  J)  rp-nonsihle  for  ensuring  that  pH 

A  number  of  comments  suggested  that  and  will  also  need  to  meet  the  require-  >JeTTn3toVM?  haTe  an  ODDorturdv  for  core- 
there  is  a  need  for  clarification  of  the  way  mems-tn  Subpart  U  to  be  approved  for  ^  ^  educatlon  aAd  related  cevelop- 
in  which  these  regulations  apply  to  the  reimbursement  for  ESRD  services.  Many  to  aSpropri- 

i..  various  types  of  facilities  which  furnish  other' examples  could  be  cited.  Guide-  “  Sfo°niS  Xd  Selr 

EBRD  services.  For  example,'  several  lines  and  instructions  will  be  forthcom*<$Ata, orientation  to  the  facility  and  - 
comments  Indicated  concern  that  the  lng"  to  assirt  jurveyors  _  in.  relatmff^ork  r^nsibilities  upon  employment. 

U;  :  ■  :;-rr ^ 
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It  was  felt  in  this  example  and  m  others, 
that  the  suggestions  were  addressed  in 
other  sections  of  the  proposed  regula- 
lations.-  However,  to  aid  public  'under¬ 
standing.  greater  effort  has  been  made 
to  crcss-reference  the  revised  regula¬ 
tions. 

Several  comments  were  received  which 
lid  not  deal  specifically  with  the  pro- 
x>sed  regulations  but  were  general  com- 
nents  on  provisions  of  tire  statute  (P.L. 
)2— 603 >  or  on  aspects  of  reimbursement 
>olicy  not  addressed  in  these  amend- 
nents  to  the  regulations.  The  latter  cora- 
nents  were  not  considered  to  be  within 
he  scope  of  review  for  suggested 
hanges  in  proposed  regulations. 
Comments  on  condition  of  participa- 
i on — complementary  departments  (sec- 
lion  405.1031 ) .  Comments  received  which 
ere  relevant  to  this  section  are  dis- 
iissed  under  general  comments.  This 
■ction  amends  the  regulations  for  hos- 
ital  participation  in  the  Medicare  pro- 
■am  to  indicate  that,  if  a  participating 
wpital  provides  ESRD  services,  reim- 
iirseinent  for  such  services  will  not  be 
ade  unless  the  hospital  also  meets  the 
editions  for  Coverage  in  Subpart  M 
id  U  of  these  regulations  as  appropri- 
e.  Comments  suggesting  that  a  hospi- 
1  which  meets  the  Conditions  for  Par- 
iipation  in  the  Medicare  program 
ould  be  deemed  to  meet  at  least  part 
the  requirements  of  Subpart  U  have 
!en  rejected,  since  the  body  of  ESRD 
i dilations  must  apDly  to  all  ESRD  fa- 
jities,  regardless  of  location. 

Comments  on  histocompatibility  test¬ 
'll  ( sections  405.1310,  405.1314,  405.1317 , 
1).2171q.  A  small  number  of  comments 
sre  received  which  suggested  changes 
the  proposed  requirements  for  histo- 
jnpatibility  testing.  Most  of  these  com- 
ints  were  from  individuals  who  identi- 
U  themselves  as  directors  of  existing 
(oratories  which  conducted  his tcc om- 
Ubility  testing  and  pointed  out  several 
<hnical  inaccuracies  in  testing  tech¬ 
nics  which  had  been  written  into  the 
)  posed  regulations.  One  example  of 
'h  an  inaccuracy  was  the  requirement 
tt  recipient  and  donor  sera  be  cross- 
ttched  for  preformed  antibodies 
?>reas  the  correct  statement  should 
ie  been  that  recipient  serum  and  donor 
fphocytes  be  crossmatched  for  pre¬ 
ened  antibodies.  These  comments  also 
oted  out  the  inappropriateness  of 

I  sifying  histocompatibility  testing 
4  er  the  existing  clinical  laboratory  re- 
tements  without  identifying  such  test- 
tas  a  separate  entity. 

hanges  have  been  made  which  closely 
avllel  the  recommendations.  Histo- 
Jpatibility  testing  is  now  defined  in 
t  independent  laboratory  regulations 
i'tion  405.1317);  specific  qualification 
Mrements  for  the  director  or  super¬ 
ior  are  stated  for  a  laboratory  if  the 
tlratory  performs  tests  in  the  specialty 
E  Istocompatibility  testing.  In  addition, 
i  requirements  for  quality  control  sys- 
hare  specifically  identified  for  histo- 
•riatibility  testing  rather  than  grouped 
hr  lmmunohematology.  and  serology 

I I  the  previous  proposed  regulations, 
oibal  laboratory  departments  which 
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wish  to  be  reimbursed  under  the  ESRD 
program  for  histocompatibility  testing 
must  also  satisfy  these  requirements. 

Comments  on  the  certification  process 
( sections  405.1901  and  405.1912) .  Section 
405.1901  has  been  changed  to  include 
cross-references  to  the  sections  which 
specify  the  requirements  which  a  histo¬ 
compatibility  testing  laboratory  must 
meet.  Suggestions  were  made  that  sec¬ 
tion  405.1912  be  written  in  more  detail  to 
explain  the  special  procedures  involved 
in  approval  of  ESRD  facilities.  In  addi¬ 
tion  to  changes  made  in  section  405.1912, 
guidelines  will  be  issued  which  will  out¬ 
line  the  details  for  ESRD  facility  ap¬ 
proval.  As  published,  section  405.2122 
contained  both  substantive  and  proce¬ 
dural  provisions  relating  to  minimal 
utilization  rate  classifications.  Refer¬ 
ences  to  minimal  utilization  rates  (dis¬ 
cussed  in  greater  detail  below  under  the 
heading  “Comments  on  minimal  utiliza¬ 
tion  rates”)  have  been  added  to  sections 
405.1912  (b)  through  (e),  in  addition  to 
simplification  and  clarification  of  the 
material  now  appearing  in  section 
405.2122. 

Comments  on  definitions  ( section  405.- 
2102) .  This  section  received  a  large  num¬ 
ber  of  comments.  Most  of  these  com¬ 
ments  indicated  a  need  to  consider 
changes  in  the  definitions  of  types  of 
services  and  facilities  and  of  the  types 
of  qualifications  of  personnel  in  ESRD 
facilities. 

A  number  of  suggestions  were  made  to 
restructure  the  definition  of  inpatient 
dialysis  and  chronic  maintenance  dialy¬ 
sis.  It  was  suggested  that  a  category  of 
‘‘Special  Care  Out-Patient  Dialysis” 
be  added  to  distinguish  the  usual  routine 
chronic  maintenance  dialysis  which 
might  be  carried  out  in  an  outpatient  fa¬ 
cility  from  the  more  specialized  care  re¬ 
quired  because  of  intercurrent  compli¬ 
cations  or  medical  problems.  Other  com¬ 
ments  suggested  several  variations  now 
in  use  for  defining  dialysis  by  levels  of 
care.  In  light  of  the  difficulty  encoun¬ 
tered  in  arriving  at  universally  accepted 
categories  of  levels  of  care  it  has  been 
considered  preferable  to  simplify  the  def¬ 
inition  of  dialysis  and  therefore  avoid  the 
resultant  proliferation  of  standards  for 
each  level  of  care.  Changes  which  have 
been  made  in  the  regulations  in  the  in¬ 
terest  of  simplification  were  to  delete  the 
definitions  of  Limited  Care  Dialysis  Fa¬ 
cility,  Self-Care  ^  Dialysis  Facility  and 
Self-Care  Dialysis  Trainings  Facility  and 
Jo'substitutejth  e-definition  -of ;  Dialysis  _ 
facility'  as  a  unufTwhich  is  approved  to 
furnish  dialysis  services)  to  ESRD  pa¬ 
tients. '“These“ser  vices-  include  chronic 
mamtenarrce~d!alysis"Tat'any  level  “Of 
"pa ti ent  in vol vem ent)  aiicTself-ca re  dialy- 
'3js__training.  There  now  are  only  two 
types  of  facilities-  defined'primarily  for 
dialysIsTTDJthe  Renal  Dialysis  Facility 
and  (2)“KehaI  Dialysis  Center.  The  defi¬ 
nition  of  a  Renal  Dialysis  Center  has 
been  slightly  modified  to  explicitly  state 
that  the  services  include  dialysis  in  a 
firanner  that  makes  a  Center  responsible 
for  the  care  delivered  to  the  hospitalized 
ESRD  patient  (i.e.,  furnished  directly  or 
under.  arrangement) . 


'  •  $ 

ESRD  Services  (section  405.2102(f)) 
have  now  been  defined  to  better  clarify 
the  regulations  with  respect  to  types  of 
ESRD  services.  T£ansplantation  Service 
has  been  defined  as  suggested  by  several 
comm  enters  to  include  not  only  the  re¬ 
moval  and  implantation  of  kidneys  but 
the  supportive  care  which  is  furnished  to 
the  recipient  and  the  living  donor  follow¬ 
ing  implantation  and  removal.  Dialysis 
Service  (section  495.2102(f)(2))  is  now 
defined  under  (1) ’’Chronic  Maintenance 
Dialysis,  (2)  Inpatient  Dialysis,  and  (3) 
Self-Care  Dialysis  Training.  The  con¬ 
cept  of  self-care  dialysis  in  a  facility  has 
been  omitted  from  the  definitions  fol¬ 
lowing  comments  that  further  investiga¬ 
tion  and  discussion  is  needed  before  being 
introduced  into  regulations.  To  clarify 
Organ  ^Procurement,  the  definitiorTbTan 
Organ  ^Procurement  Facility  has  been 
deleted  and  replaced  by  the  definition  of 
an  Organ  Procurement  Agency  (see  item 
(q)  in  section  405.2102)  which  is  defined 
as  an  organization  which  performs  or  as¬ 
sumes  responsibility  for  gll  of  the  fol¬ 
lowing  services  CCD  ~  harvesting  of  do¬ 
nated  kidneys,  (2)  preservation  of  do¬ 
nated  kidneys.  (3)  transportation  of 
donated  kidneys,  and  (4)  maintenance  of 
a  system  to  locate  prospective  recipients 
for  harvested  organs.^, 

The  large  number  of  comments  on 
qualifications  of  personnel  in  ESRD  fa¬ 
cilities  focused  mainly  on  Dietitian 
(Qualified)  and  Social  Worker  (Quali¬ 
fied)  .  The___  comments  were  nearly 
unanimous  in  the  belief  that  at  least  one 
$ear  of  experience  in  clinical  nutrition 
was  necessary  for  assessing  the  nutri-  \ 
tional  dietetic  needs  of  each  patient.  '•'Jh 
recommending  therapeutic  diets,  coun-  ^ 
selihg  patients  and  their  families  on  SJ 
prescribed  diets,  and  monitoring  adher-'  ^ 
ence'and  response  to  diets;  It  was  pointed- 
out  that  the  qualification  requirement* 
in  the  proposed  regulations  would  allow 
persons  majoring  in  food  management  to 
qualify'  although  such  persons  do  not',  i  .p 
have  educational  preparation  for  clinical \V  • 
nutrition  activities.  The  comments  fur—  s'* 
ther  suggested  that  the  masters  degree  V* 
should  be  the  minimum  educational  re-  ■ 
quirement.  The  proposed  regulation 
would  not  permit  a  person  to  qualify 
who  had  a  baccalaureate  degree  in  a  field 
other  than  in  food  and  nutrition  but  did 
have  a' masters  degree  in  the  area.  The 
reguTatlohsTTave  been  changed  to  require 
a  baccalaureate  or  advanced  degree  with  , 
major  studies  in  food  and  nutrition  or 
dietetics. 

The  largest  number  of  comments  were 
on  the  qualifications  of  the  social  worker. 

Many  commenters  expressed  the  opinion 
that  the  need  of  the  ESRD  patient  is  for 
psychosocial  evaluations  and  for  recom¬ 
mending  changes  in  treatment  based  on 
the  patient’s  current  psychosocial  needs 
and  for  direct  social  work  interventions. 

This  activity  is  considered  to  require  the 
background  for  a~masters  degree  with- 
specialL_!:on  “in  clinical  'practice;  the  \ 
usual  baccalaureate  programs  in  social  _  't 
w6r!TWfe“nbt  Felt  to  provide  the  requi-  s 
site  background  in  counseling,  of  ESRD  ^  v 
patients.  The  definition  of  social  worker  \/~\ 
in  section  405.2102 (r)  (6)  (i)  and  minimal 
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service  requirements  for  ESRD  facilities 
(sections-  405.2163(b)  and  405.2171(b)) 
were  rewritten  to  reflect  this  major  con- 
t  sideration.  “ 

■\y  -A  lesser  number  of  comments  related 
;v  /  to  the  person  ‘who  has  been  functioning 
a  social  worker  presently  involved  in 
vESRD  care,  but  who  does  not  have  the 
y  masters  degree  and  specialization  in  clin- 
leal  practice.  The  definition  (section 
U  405.2102(r)  (6)  (ii) )  now  accommodates 

”  this  person,  provided  the  individual  has 

served  for  at  least  two  years  as  a  social 
worker,  one  year  of  which  was  in  a  di¬ 
alysis  unit  or  transplantation  program 
prior  to  the  effective  date  of  these  regula¬ 
tions,  and  provided  this  person  has  es¬ 
tablished  a  consultative  relationship  with 
a  social  worker  who  is  qualified  by  the 
masters  degree  and  specialization  in  clin¬ 
ical  practice. 

The  qualifications  for  a  registered 
nurse  i  esponsible  for  the  nursing  service 
have- been  changed  to  permit  the  nurse 
to^qtialify-whose  entire  work  experience 
has  been  in  ESRD  patient  care.  The  re¬ 
quirement  has  been  changed  to  permit  an 
-  alternative  means  for  the  nurse  to  qual- 
j  'ify^-lf  he  or  she  has  Iff  months  of  ex- 
i  perience  In  nursing  care  of  patients  on 
maintenance  dialysis,  or  in  nursing  care 
^  or  patients  with  a  kidney  transplant,  in¬ 
cluding;  training  and  experience  in  the 
dialysis  process.  The  provision  in  the  pro¬ 
posed  regulations  for  an  exception  in 
situations  where  the  nurse  with  required 
experience"  waamot'  available  has  now 
beefi-removed.  It  is  believed  that,  by  low- 
fcikigthrr amount  of  experience  required 
from  24  months  unde:  interim  regula¬ 
tions  to  18  months,  as  well  as  retaining 
the  minimal  requirement  for  only  one 
such  qualified  nurse  per  facility  at  a 
given  time,  there  should  be  no  need  for 
the  exception  provision.  It  is  also  be¬ 
lieved  that  18  months  of  training  and 
experience  should  be  the  minimum  for 
assuming  responsibility  for  the  nursing 
service.  A  slight  change  has  been  made 
in  the  requirement  for  the  registered 
nurse  in  charge  of  self-care  dialysis 
training — the  3  months  of  experience  in 
a  Renal  Dialysis  Center  or  Renal  Dialysis 
Facility  which  offers  self-care  dialysis 
training  has  been  changed  to  3  months 
of  experience  in  training  patients  In 
self-care  dialysis. 

Therequirement  for  Medical  Record 
Practitioner  (Qualified)  has  been 
changed  to  provide  for  qualifications  at 
any  level  of  approved  training.  One  com¬ 
mon  ter.  has  suggested  that  the  proposed 
regulations  as  written-  could  exclude 
otherwise-qualified  Directors  of  Medical 
Record  Libraries.' 'The  changes  made 
were  developed  In  consultation'  with  the 
American  Medical  Record  Association. 

A  mlndr' change  has  been  made  in 
the~definition —of  Physician-Director 
(Qualified)  to  allow  the  person  to  qualify 
with.JL2  months  experience  as  director  of 
'a  dialysis  facility  or  a  transplantation  fa- 
cmtyr-The-  change  has  simply  removed 
the  designation  of  ESRD  facility  and  was 
necessitated  by  the  redefinition  of  an 
ESRD  facility  as  an  approved  facility; 
such  approval  was  not  available  during 
■  'the  prior  five  year  period. 
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experience  which  would  qualify  an  in¬ 
dividual  to  assume  the  responsibilities 
of  Chief  Executive  Officer. 

Several  other  definitions  have  been 
altered  or  added.  Because  of  comments 
indicating  patient  concern  about  treat¬ 
ment-  In  an  ESRD  facility  in  a  network 
area  other  than  where  the  patient  re¬ 
sides  the^  definition  of  ESRD  Network 
has^beerTaltered'to  eliminate  the  state¬ 
ment  that  the  ESRD  facilities  in  a  net- 
workjirea  fiumisji  the  necessary  care  for 
ESRD  patients  in  the  designated  area. 
In  addition,  to  more  clearly  indicate 


RULES  AND  REGULATIONS 

Many  comments  were  received  sug¬ 
gesting  definitions  for  various  other  per¬ 
sonnel  which  are  needed  In  the  treatment 
of  ESRD  patients.  The  types  of  person¬ 
nel  suggested  were  (1)  occupational 
therapists,  (2)  psychologists,  (3)  voca¬ 
tional  rehabilitation  counselors,  (4)  dial¬ 
ysis  technicians,  and  (5)  nephrologists. 

It  is  believed  that  for  the  purpose  of  these 
regulations  the  terms  nephrologist,  psy¬ 
chologists,  and  vocational  rehabilitation 
counselors  do  not  need  to  be  defined. 

The  comments  pointed  out  that  occu¬ 
pational  therapists,  for  example,  perform  uaure  cieany  mcucatc 

an  ,™P°5tant  roIe  m  ESRD  patient  care--  'the  types  of  reviews  to  be  undertaken  by 
and  that  psychologists  are  often  needed  -’’the  Medical  Review  Board,  the  term 
m  psychological  evaluations  of  ESRQ^f Medical  Care  Evaluation  Study  (MCE) 
Pf;lentS‘  importance  of  occupation-^  has  been  used  and  is.  therefore  defined 
ai  therapists  was  considered  in  the  draft-  in  this  Section  405.2102. 
mg  of  the  final  regulations  but  this  dis-  There  were  several  suggestions  that 
_  ciphne  was  not  included  as  required  staff  ^“Informed-Consumer”  (as  required  rep- 
or  an  ESRD  facility.  The  requirement  for  %esentatives  on  the  Network  Coordmat¬ 
staffing  and  services  has  been  written  asVing  Council)  be  defined  in  regulations 
a  minimum;  this  is  not  to  prevent  attend-  These  suggestions,  however,'  varied  con- 
physicians  and  ESRD  facilities  from^siderably  in  tlieir  recommended  defini- 
maong  use  of  whatever  expertise  is  :  tions  for  such  persons.  Some  suggested 
needed  for  each  patient.  At  this  time,  it  patient  who  had  undergone  transplan- 
is  believed  that  Federal  regulations  station,  others  suggested  manufacturers 
should  not  require  this  desirable  exper-^of  ESRD  equipment,  and  stiff  others  sug- 
tise  for  all  patients.  Therefore,  the  reg-~\-gested  th£-t  "informed  consumers  ’ should 
ulations  do  not  require  use  of  the  services^  be  representatives  of  consumer  groups, 
oi  occupational  therapists.  Similarly,  Kit  was  decided  at  this  time  not  to  define 
there  is  no  requirement  for  the  use  of  the  in  regulations  which  "consumers”  should 


services  of  psychologists,  and  vocational 
rehabilitation  counselors.  As  to  the  defi¬ 
nition  of  nephrologist,  we  believe  that 
term  is  sufficiently  well  understood  in 
the  medical  community  as  to  obviate  a 
specific  definition  here. 

Although  we  agreed  with  the  commen- 
tenf who  indicated  a  need  for  the  defi¬ 
nition  of  the  dialysis  technician,  we  be¬ 
lie  VO  "that  thefflewness  of  this  discipline 
preclude  clear  definition  at— this  point 
iirfffimer  Additional-time  will  "permit  ob- 
serration-of-thig- emerging  health  oc cu¬ 


be  Included  in  NCC.  It  was  also  decided 
not  to  include  a  definition  for  a  qualified 
pharmacist  at  this'  time  or  to  establish 
by  regulation  the  duties  of  a  qualified 
pharmacist  in  an  ESRD  facility. 

Comments  on  network  area  designa¬ 
tions.  (Section  405.2110) .  A  large  number 
of  comments  were  received  requesting 
changes  in  the  area  designations  of  sev¬ 
eral  networks.  Many  of  the  comments 
contained  detailed  information  on  ESRD 
referral  patterns.  In  addition,  subsequent 
to  publication  of  the  proposed  regula- 


—  ------  --  —  .  ^  ujc  yiupubta  reguia- 

patiorrtmfacflitiexhemtcfore unsurveyed  tions  on  July  1,  1975,  the  final  designa- 
-andwffl  enable  us  to  review  studies  which  tions  were  made  for  the  Health  Service 
haveUeen  conducted  as  well  as  the  work  Areas  (HSA’s) ,  required  pursuant  to  the 
ofThterested-fndlvidirals-  and  organiza-  Public  Health  Service  Act.  as  amended  by 
tjons-whq'~ajg~cun,enLIy-  grappling  with  \  Pi.  93-641.  For  these  reasons,  the  De- 
the  definition  and  entry  level  knowledge  1  partment  has  made  changes  in  some  of 
and"  skills" requirements  for  this  parapro-  i  the  ESRD  network  area  designations, 
fession.  The  previously  proposed  regulations 

"Several  commenters  suggested  that  a g\desighatecT29‘ network  areas.  As  a  result 
definition  of  a  Chief  Executive  Officer modifications  based  on  comments  and 
(Qualified)  be  added  in  the  definitions1^011  designated  Health  Service  Areas, 
of  qualified  personnel  and  suggested  thaftt  these  final  regulations  now  designate  32 
- —  -1 — ’ j  ^  network  areas. 


the  minimum.  qualifications  should  in¬ 
clude  a  masters  degree  in  hospital  admin¬ 
istration.  Such  a  definition. had  not  been 
included  in  the  proposed  regulations; 
however,  the  responsibilities  of  the  Chief 
Executive  Officer  were  listed  (see  Sec¬ 
tion  405.2136(c)  (3)).  'Hie  proposed  reg¬ 
ulations  reflect  the  belief  that  the  scope 
of  the  facility’s  operations  and  adminis¬ 
trative  needs  varies  considerably  accord¬ 
ing  to  the  size  of  the  facility.  In  a  hos¬ 
pital-based  ESRD  facility,  it  was  felt 
that  these  responsibilities  might  well 
be  assumed  by  the  hospital  administra¬ 
tive  staff  whereas  in  a  small  dialysis  fa¬ 
cility,  the  Physician-Director  would  often 
be  able  to  assume  the  responsibilities. 
The  regulations  have  been  rewritten  to 
Include"  minimum  qualifications  for  the 
ChleTExecutive  Officer,  taking  Into  con¬ 
sideration  the  range  of  background  and 


The  largest  single  change  with  respect 
to  the  number  of  networks  was  in  the 
division  of  previously  designated  network 
area  #23  which  encompassed  the  District 
of  Columbia,  the  States  of  Maryland  and 
West  Virginia,  and  the  State  of  Virginia 
excluding  the  counties  of  Scott  and 
Washington  into  smaller  network  areas. 
Information  received  subsequent  to  the 
publication  of  the  proposed  regulations 
indicate  that  it  would  be  undesirable  to 
include  In  one  network  the  large  geo¬ 
graphic  area  originally  proposed.  Com¬ 
ments  received  unanimously  support  the 
redesignation  of  this  network  area  into 
three  smaller  network  areas. 

A  large  number  of  comments  on  net¬ 
work  area  designations  requested  that 
New  Jersey  be  designated  as  a  separate, 
single  Network.  Data  and  information 
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received  subsequent  to  the  publication  of  designated  Network  Coordinating  Coun- 


proposed  regulations  indicate  a  substan¬ 
tial  reduction  in  the  percentage  of  New 
Jersey  patients  being  referred  for  treat¬ 
ment  in  out-of-state  ESRD  facilities, 
rherefore.  the  proposed  network  area 
#24  has  been  changed  and  New  Jersey 
ias  been  designated  as  Network  *25. 

The'  comments  on  proposed  Network 
£9  were  overwhelmingly  in  opposition  to 
he  “division  of  Illinois.”  Network  *15 
las  been  realigned  to  include  the  State 
if  Illinois  except  for  three  counties  in 
Network  *8  and  four  counties  which  re- 
nain  in  Network  *9.  Exclusion  of  these 
ounties  from  the  Illinois  Network  *15 
5  based  on  facility  affiliation  arrange- 
lents  and  is  congruent  with  the  desig¬ 
ned  Health  Service  Areas  surrounding 
he  St.  Louis  and  Davenport  SMSA. 

A,  number.of.-Comments  suggested  that  i 


cds  and  Medical  Review  Boards.  It  Is 
felt  that  no  specific  statement  in  this 
regard  is  needed  in  these  regulations.  In¬ 
cluded  with  some  of  the  comments  on 
funding  of  network  activities  were  wide 
ranging  estimates  of  the  costs  of  these 
activities.  Other  comments  reflected  di¬ 
vergence  of  interpretation  of  the  func¬ 
tions  of  network  organizations.  As  a  re¬ 
sult.  although  the  provisions  of  proposed 
regulations  have  not  undergone  major 
changes,  the  sections  dealing  with  net¬ 
works  and  network  organizations  have 
been  rewritten  in  an  effort  to  make  them 
more  clear.  Interpretative  guidelines  and 
other  materials  and  means  of  technical 
assistance  will  be  provided  to  assist  in 
carrying  out  the  meaning  and  intent  of 
.the  regulations. 

Comments  on  the  size  of  networks  in- 


cal.  Since  Alabama  has  only'One'trans- 
'.antation  hospital  it  was  decided_that 
;  thjsjime.  the  network  area  should  re¬ 
sin  unchanged.  Therefore,  the  States 
;  Alabama,  'Mississippi,  and"  Tennessee 
maimts  a  single  network  area. 


JabamaT  could  function  as  an  ESP.D\^cluded  several  to  the  effect  that  the  net 
etwork  "and  should  be  designated" asVworks  were  too  .  small;  however,  mos 
jchf  Data  presently  available,  however,  (jbjnments  indicated  that  networks  were 
fowjthat  Alabama  has  only  one  Medi-^too  large  and  would  result  in  the  Net- 
ire  approved  transplant  hospital.  One^work  Coordinating  Council  being  too 
f  jheimajoricriteria  used  in  designat-  ^costly  and  cumbersome.  The  regulations 
jg_nfitwork  areas  was  the  requirement  i'have  been  changed  to  require  that-Net- 
lat  there  be  two  transplantation  cen-  ^workJJbordlha ting  Councils  composed  of 
)rsTor  each  network  area.  This  require-\Jmore  than  twenty  persons  appoint  an 
lentwas  made  to  help  assure  that  the  .executive  committee  of  twenty  or  less  to 
>view„Qf"the  quality  of  transplantation,  yv  assume  the  responsibilities  of  the  Coun- 
urices  could _be  conducted  by  peer  pro-  cil.  Several  comments  had  indicated  that 
issionals  hot  "directly  involved  in  the  v  large  Councils ‘need  such  an  executive 
ire_which"is  being  reviewed.  Exceptions  V)  committee.- -Despite  this  change,  the 
i  this  criterion  have  been  granted  only  ^membership  ‘of  the“Network  Coordinat- 
iTuerto  Rico  and  Hawaii,  where  com-^'nigXouncilTs^stiirTepresentativeof  the 
lance  with  this  requirement  is  imprac-  #ESRD~Taciiities  in  the  network  area. 

A  number  of’  commenters  suggested 
changes  in  the  composition  of  the  Net¬ 
work  Coordinating  Council.  Some  would 
increase  the  number  of  consumers  on  the 
Council  (up  to  40  percent  of  the  mem¬ 
bership)  and  suggest  that  representatives 
Several  other  changes  have  also  been-^of  consumer  groups  be  members  of  the 
ade  in  the  network  areas.  The  portion'.  Council.  Other  suggestions  were  that  the 
the  Navajo  Territory  of  San  Juan  ■.  various  disciplines  required  on  the  Coun- 
sunty,  Utah  has  been  added  to  Network  V  cil  have  representatives  selected  by  pro- 
6  with  the  States  of  Arizona  and  New  $  fessional  organizations  in  the  network 
exico.  There  has  been  a  realignment  of  2  area.  Many  other  disciplines  were  sug- 
veral  counties  in  the  Upper  Peninsula^  gested  for  membership  on  the  Council.  It 
Michigan  and  in  Wisconsin  which  af-^  was  also  suggested  that  the  public  sector 
cts  Networks  #7,  #13  and  #14.  Net-V-be  represented  and  that  State  and  local 
jrk  #16  now  consists  of  the  State  ofVjiealth  planners  be  represented  on  the 
idiana;  Dearborn  County,  Indiana  had  ~  Network  Coordinating  Council.  There 
len  proposed  as  part  of  Network  #17x  \were  merits  to  all  the  suggestions  but,  in 
here  has  been  a  realignment  of  several ^ the" interest  ol  keeping  the  CbliffcH  to 
"Unties  in  Network  #22.  Several  coun-  'j’vnricable  <;i7P,  the  wag  made  to 

;s  in. the  States  of  Arkansas  and  Mis-  V limit  its  composition.  These  final  regula- 
;uri  are  now  included  in  Network  #18y#' tions  now  require  the  following  addition- 
even  western  counties  of  Nebraska^ armembers  if  not  included  among  the 
ive  been  included  in  Network  #5.  §  facility  representatives:  Transplant  sur- 

Area  designations  which  have  not^geon.  Internist-nephrologist,  Pediatri- 
en  changed  are  Networks  #1,  #3,  #4,^cian,_jChief  executive- offieerr-Qualifted 
11,  #12,  #19,  #20,  #21,  #26,  #27,  ’'dietitian.-  Qualified  nurse  responsible  for 
28,  and  #29.  '  \nUfsmg  services,  Qualified" social-worker. 

Comments  on  -ESRD  networks  (section  NDialysis  technician.. Three  informed  con- 
5.2112)  and  Network  Coordinating  vj-sumersrDirector  of  a  histocompatibility 
1 nincils  (section  405.2111)  .JT here  were^testing  laboratory,  and  Represr  ntative 
any  comments  which  noted  that  while  of  an_orsan.  procurement  agency. 
e  proposed  regulations  established  the  A"  major  area  of  comment  was  with 
iracture_jmd  functions  of  network  respect  to  the  functions  of  the  network 

organizations:  some  comments  suggested 
that  the  functions  be  stated  in  more  de¬ 
tail  and  other  comments  suggested  that 
the  network  organizations  be  given  more 
authority  to  carry  out  functions  such  as 
determinations  of  personnel  qualiflca- 


j  ganizations.  i.e..  Network  Coordinating 
ouncil  and~~Medicar  Review  Board,  no 
■atement  was  included  about  how  or 
e  extent  to  which  the  organizations 
:re~to  "be"  funded.  The  Secretary  will 
Pport  the.reasonable  operating  costs  of 


tions.  The  preamble  in  the  notice  of  pro¬ 
posed  rulemaking  had  outlined  the  role 
of  the  Network  Coordinating  Council  as 
a  liaison  between  the  Federal-  govern¬ 
ment  and  available  community  resources. 
These  final  regulations  provide  the  flexi¬ 
bility  for  member  facilities  of  a  network 
to  work  together  as  a  Council  to  set  ob¬ 
jectives  which  it  perceives  will  meet  the 
needs  of  ESRD  patients  in  the  network 
area  and  for  the  member  facilities  to 
work  together  to  achieve  those  objectives. 
The-Cour.cil  would  provide  information 
to  the  Secretary  and  would  make  recom¬ 
mendations' "to  member  facilities.  The 
Federal,  government  will  furnish  tech¬ 
nical  assistance  to  Network  Coordinat¬ 
ing  Councils  in  identifying  the  needs  of 
the  area. and  in  achieving  network  ob¬ 
jectives. 

Comments  on  Medical  Review  Boards 
(section  405.2113).  As  with  the  Network 
Coordinating  Council,  there  were  com¬ 
ments  that  additional  disciplines  be  in¬ 
cluded  as  members  of  the  Medical  Review- 
Board.  One  area  of  concern  about  the 
proposed  regulations  was  the  possibility 
that  the  board  might  not  have  a  majority 
of  physicians;  it  was  suggested  that  a, 
change  be  made  to  require  a  majority  of 
physicians  on  the  Board.  The  opinion  was 
also  expressed  that  the  Medical  Review 
Board  should  be  composed  entirely  of 
physicians.  Other  comments  suggested 
that  members  of  the  Board  be  selected  by 
peer  organizations  (e.g.,  the  registered 
nurse  to  be  selected  by  a  professional 
nurse  association)  rather  than  by  the 
Network  Coordinating  Council.  It  was  al¬ 
so  suggested  that  reviewers  from  outside 
the  network  be  requested  to  review  ques¬ 
tionable  facilities. 

These_final_r£gulations  have  been  re¬ 
written  to  better  delineate  the  functions 
oFthe  Med real "Review  Board,  to  clarify 
the— relationship  between  the  Network 
Coordinating  Council  and  the  Board,  anduA 
to  -provide— a~majority  of  physicians  on 
the_BaarcL_The_  functions  of  the  Board 
are  specified  as:  (1)  evaluation  of  the 
comparative  performance  of  facilities 
based  on  aggregate  data  from  the  Medi- 
cal  Information  System.  C2)  coordination 
of  the  performance  of  Medical  Care  Eval-  v 
uation  Studies  in  which  each  ESRD  fa- 
cility  will' participate,  and  (3)  as  neces- 
sar&_performance  of  in-depth  studies 
based  on  information  from  (1)  and  (2) 
above.  Tli us  the  functions  have  been  re-__ 
stated  to  "emphasize ‘thereview  of  overall 
quality  of  care.  The  regulations  now  pro-  l 
vide  for  the  Network  Coordinating  Coun- 
ciLsnot-  only  to  establish  the  Medical  Re^-i 
vieWTJoard,  but  also  to  monitor  the  filmed 
tions  of  the  Board  as  well.  In  addition, 
there  is  provision  for  the ' Board  to  be 
composed  oFa  maximum  of  seven  mem¬ 
bers  rather  than  the  five  members  origi- ,  j 
naUy~proposedr~This-latter -change  v/ill-*— * 

. provtdeTa  "majority  of  physicians,  a  les¬ 
ser  burden  for  each  member,  and  for 
specialists  as  heeded  for  review. 

‘  <J6minenfs~dn~reiationships  of  Network 
Organizations  to  Health  Care  Review 
mid  Planning  Organizations.  (Section 
405.2114).  Many_  commenters,, outlined 
strong  opposition  fo  the  relationships  be- 
tween_the_Network  Coordinating  Coun¬ 
cil  and  "Health  Systems  Agencies 
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(HSA’s>  and  between  the  Medical  Re¬ 
view  Board  and  the  Professional  Stand¬ 
ards"  Review  Organizations  (PSRO’s) , 
as  written  in  the  proposed  regulations. 
The  commenters  generally  expressed  the 
opinion  that  ESRD  patient  care  is  too 
complex  to  be  reviewed  by  other  than 
experts  in  ESRD;  that  the  functions  of 
the  Council  and  of  the  Board  would  be¬ 
come  too  fragmented  in  trying  to  relate 
to  the  HSA's  and  PSRO’s  since  ESRD 
network  areas  in  some  instances  would 
overlap  as  many  as  12  HSA’s  and  as 
many  as  eight  PSRO’s. 

The  Public  Health-  Service  Act,  as 
•'''amended  by  the  National  Health_Plan- 
ning  ancTKasources  Development  Act  of 
1974,  PXT93-64I~provides  for  the  estab- 
lishment_jif  "Health "Systems  Agencies 
».nrj  State  Health  Coordinating  Coun¬ 
cils!  SHCC’s  )_and  details  their  functions. 
Similarly.  Part  B  of  Title  XI  of  the 
/  -  Social  Security  Act  provides  for  PSRO’s 
!l  tdlZhatSlTevlewr  responsibility  for  the 

ihealth_  xare_.  services  provided  under 
Titles  XVLH,  XEX  and  V  of  the  Social 
Security"Act;  Section  226(g)  of  the  Act 
(42DS-S.C.  426 (g)_)_  mandates  a  Medical 
i^ReviewPBaard  to  .screen  the  appropriate- 
nes&jof.  patients  for  the  proposed  treat¬ 
ment  procedures.  It  is  implicit  that  rec- 


ments  were  directed  to  the  minimal 
utilization  rate  portions  of  the  proposed 
/regulations.  A_maJ.or_Comment.was  that 
)  there  jshould  be  no  minimal  utilization 
rates__becausehvKience  is  lacking  that 
the  number  of  procedures  performed  cor¬ 
relate  either  with  quality  improvement 
or  cost  efficiency.  Although  It  is  true  that 
there  is  a  lack  of'cbncluslve- evidence 
which  estahllshes_with  certainty  a  re¬ 
lationship  between  "utilization  rates  and 
the  efficiency  and*  effectiveness  of  care, 
it  can  be  rationally  assumed  that  such  a 
relationship' dees 'exist*  and  thus  require- 
mentsTor  meeting  minimum  rates.  As  re¬ 
quired  by  law,  minimum  utilization  rates 
have  been  retained. 

Among  the  comments  were  several  ex¬ 
pressing  the  opinion  that  the  minimal 
utilization  rates  proposed  were  too  high 
and  others  suggested  that  they  were  too 
low.  In  analyzing  the_  impact  of  the 
transplantation  center  minimum  utiliza- 
tiohH^es^Containedzin_the  July  1,  1975, 
Notice  of  Proposed  Rule  Making,  it  is 
_  clearthhr  the  ratespwere  so  high  as  to- 
^preclude  a  substantial  number  of  facili¬ 
ties  currently  participating  in  the  ESRD 
progTa;n"hnderlthe_interim  "regulations 
from  further  participation  in  the  pro¬ 
gram.  This  adverse “effectnDir  access  to 


ognitlormrust  be  made  of  Telationships*-w;are  "has  "beeh  addressed  by  a  reduction 
betweenjthese  various  organizations,  (as-  V  in  the'  minimal  utilization*  rates  for 
stated  in" these  regulations;  to  avoid  du-  ;"transplantation"~cenfers— from  25  to  15 
plication  of  activities  and  to  make  avail-  i  transplants~annually"  for  unconditional 
able  to  PSRtysr  HSA’s,  and  SHCC’s  the  ,  |tatus  and  from'  14  tfTT  transplants  an- 
ESRD  expertise  in  the  network  area.  To  *  nually  for  conditional  status  Because  of 
establish_these  relationships,  these  reg-  i  the  new  lower  rates,  it  was  considered 
/illations  provide  for  the  Network  Co-  Unrrecessaj^-4o-h&ve-^ri-exccptiQn  cate- 
V^ordinating  Council  to  develop  written  ]~gory~f  or*  transplantation  centers’:  Since 
arraiig em  en  ts'wl tfcr  P SRO ’s  established  j  YelffiTTranspIantatiorrla  a  one  time  or 
established  -  under- Public  Law  93-641  dh'crete~procedure,  exception  status  for 


which  will  describe  the  procedures- by 
whieh-iiwHct  work' Coordinating  Coun- 
cil  wil.nhtegrate  its  planning  responsibil¬ 
ity,  wit  h_£he  planning  responsibilities  of 
HSA's  and  SlICC’sT  Similarly,  the  Medi¬ 
cal  -Review- Board-will-develop  written 
arrangements  with  PSRO’s  established 
Under  .Part. B  of  Title  XI  of  the  Social 
Security- Aet-which'-wiir  describe  the  pro- 
cedureshy.  which  the  Board  will  integrate 
_J.ts  medical  review- responsibility  with  the 

On _  a  continuing  basis,  these  regula- 
tjons  require  that  the  Network*  Coordi¬ 
nating  Council  accept  planning  respon¬ 
sibility  as~requested-by- the-  HSA's  and 
SHCC’s  and  for  the  Medical  Review  Board 
to  acceptrreview  responsibility  as  requested 
__  bJHhe  PSRC/sv "Hr  is- expected’  that,  be- 
cause  of  the  complex"nature-or  ESRD 
"^patierrtrearg-and  ESRD*  patient  referral 
patternsFHSA's  and~PSRO's  will  recog¬ 
nize  an d~rr l a ke* Us e“ of" the  expert  asslst- 
lance'Whfch  the 'ESRD 'network  organi- 
^tatlqns_ whl"  he  capable'  of  providing. 

Comments  •  on  minimal  '  utilization 
rates.  (Sections  405.2120-405.2130).  The 
.  Secretary  is  directed  by  Section  226(g) 
Of._therACtrt42  LF.S.Cv-42&(gV V  trr  limit 
Medicare  reimbursement  for  kidney 
transplant  and  dialysis  services  to  facil- 
ItiSnneetDl^  jruch_requirements  as  he 


K 


V  the  piitpose  of  access  is  nota'considera- 
'tion.  The" rates  have  been  lowered  to  the 
point  where  most  primary  research  or 
pethatric  referral  centers  should  meet 
this  condition  irr  orrterto  qualify  for  con¬ 
ditional  status  imder  the  long  term  pro¬ 
gram.  At  such'time  as  continuing  ESRD 
program  experience  and  data  developed 
from  the  ESRD  medical  information  sys¬ 
tem  demonstrate  the  degree  of  correla¬ 
tion  between  utilization  rates  and  qual¬ 
ity  improvements  and  cost  efficiency, 
consideration  will  be  given  to  amending 
the  regulations  on  minimal  utilization 
rates  for  transplantation. 

U •  The  minimal  utilization  rates  for 
EBRD  dialysis  "Tncffitfcw'have'  not  been 
*  changed; 'the  concerns  expressed  in  com- 
ments  havwbeerr  taken  Into  considera¬ 
tion  through  other  changes.  Eor  example, 
lirwrrs-suggestecHhafe  facilities  which  fur¬ 
nish  essenttaT  ^,back'-~un“ — service  '  for 
ESRD  patients  during  "Inpatient  stays 
and'yet  provide,  only.  a  small  amount  of 
dialysis  to  outpatients  should  be  per¬ 
mitted  a  separate  minimal- utilization 
rate- classIfTcat ibh'hf **sh ould~bw -  exempt 
f r ditnire  "requirement." FoITowin  g  thes e 
srrggestlcnsTm in  I  mal  ju  til iza  t  ion  rates  for 
d ialysis  "facilities  which  perform  grea ter 
than  2"t)_percent  of  their  riialyses-nn  out¬ 
patients  are  unchanged.  For  those  dl- 


•  _ cio  xav.-  i,  or  u  uiiuiiciii^ i.  oi  ui — 

.TSay— hy_ regulation  prescribe  provided  '<  alysisTacilities  performing  2u  percent_or 
that  such  requirements  Include  at  least  less  or  tneir  maiyses'OTrtmtpafients,  how- 
requirements  for  minimal  utilization  everHhe“minfrn  aTufTTlzatioiXTafes*  have 
Tatq-f or  covered  procedures.  Many  com-  beerTchanged  to  be  the  sameas  those  for 


a  facility  located-  outside  a  Standard 
Metropolitan  Statistical  Area,  (see  Sec¬ 
tion  "405.2I30>;*  "the  computation  of  the 
facility  rate  includes  both  inpatient  and 
outpatient  dialyses.  The  exception  status«. 
for  those  dialysis  facilities  located  in 
areas' where  there  are  too  few  patients 
to  allow  the  facility  to  meet  the  required 
rates  butwhere  the  facility  is  needed  to 
overcome  what  would  otherwise  be  in- 
adequate"patlerrt  access  to  dialysis,  has 
been  retained  in  the  regulations. 

Provision  is  made  for  new  transplan¬ 
tation  and  dialysis  facilities  to  come  into 
the  ESRD  program  under  conditional 
status  on  the  basis  of  a  written  plan  for 
achieving  unconditional  status. 

In  response  to  comments,  the  basis  for 
computing  utilization  rates  for  dialysis 
facilities  has  been  changed  to  take  into 
consideration  fluctuations  in  rates  of 
dialysis. 

Several  comments  suggested  that 
rates  for  dialysis  facilities  should  con¬ 
sist  only  of  the  number  of  dialyses  per¬ 
formed  and  not  include  the  number  of 
stations  in  the  facility.  Tflj?  minimal  utN 
lization  rates  for  dialysis  facilities  re- 
ffialffs- the  same-' and  includes  both 
dialyses  and  stations  to  assure  efficient 
utflization’of  stations.  However,  a  change 
lias  "been  made  to  exclude  from  the 
c6)nput2.1iO’.LZoL_rates__any/  -station,  at 
which  at  least  six  ESRD  patients  have 
been  tralried"ln  self-dialysis  in  the  last 
yeaxT  The  purpose  of  this"change  is  to 
encourage;  where  medically  appropriate, 
the  utilization  of  this  less  expensive 
threrrtment  "modality.- - 

Comments  on  compliance  with  the  re¬ 
quirements  of  Federal,  State  and  local 
laws .  (Section  405.2135) .  One  commenter 
recommended  total  deletion  of  this  con¬ 
dition  on  the  apparent  assumption  that 
network  organizations  will  be  charged 
with  enforcement  of  State  and  local  laws. 
It  was  recommended  that  such  enforce¬ 
ment  continue  to-  remain  in  the  hands 
of  appropriate  government  agencies.  For  • 
t  purgo§.e5_af..clarificationJ(  it  is  stated  here  ; 

‘  that  _no  network  organization  will  be 
charged  with" enforcement  of  -any  Fed- 
eralr  State,"  or  local  law  and  that  such 
erif  crcemenNwillnot-be  affected  by  the 
establishment '  of  "ESRD'  networks.  Ap¬ 
propriate — government— agencies  will 
cpntlnuelo  be  charged  with  enforcement 
oflawsrThe-purpose-of-this  part  of  the 
regulations  is-  to  make  compliance  with 
such.' laws  a  condition  for  granting  ap¬ 
proval  fo~ESRD  f acuities  under  the 
Medicare  program;  a  similar  require- 
menfc-4s.Jmposed  on _aU  facilities  under , 
Medicare^  No  change  was  made  in  this-' 
requirement. 

Comments  on  governing  body  and 
management .  (Section  405.2136).  One 
comment  was  made  that  this  require¬ 
ment  is  so  vague  and  broad  in  scope  as 
to  hinder  adequate  documentation  of 
compliance.  Although  it  is  felt  that  the 
requirement  is  sufficiently  explicit,  in¬ 
terpretive  guidelines  will  be  forthcom¬ 
ing  to  assist  facilities  in  providing  the 
necessary  documentation. 

Several  commenters  suggested  that 
the  provision  for  disclosure  of  owner¬ 
ship  is  unjustified  and  possibly  illegal. 
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/jjsupreviously  discussed.  Section  226(g) 
of  the  Social  Security  Act  (42  U.S.C.  426) 
authorizes  the  Secretary,  to  limit  reim¬ 
bursement  for  kidney  transplant  and 
dialysis  services  to  facilities  meeting 
such-requirements  as  he.  may  by  regu- 
latien—prescribe.  The  requirement  for 
disclosure  of,  ownership  is  believed  to  be 
jusUfied„on_the_basis_  that  there  is  a 
rational  and  pervasive  need  for  this  pro- 
Visiom-The -ESRD  ^program  is  new  and 
/the-  total  annual .  patient  care  benefit 
cost- is  estimated-to  reach  at  least  one 
billion- dollars  within,  several  years.  Be¬ 
cause  of  the  newness  of  the  program  and 
itr~e5ttmated~;costs,l  nr  is '  necessary  to 
gather  data  and  to  refine  the  system  as 
quickly  as~pdssIbIerTKere~is  a  need  for 
momtoring.the  costs  of  the  program;  as 
such,  there  is  a  need  to  have  knowledge 
orijwnerslilp  and  of  relationship  of  the 
ownership  of  a  facility  to  other  facili¬ 


ties.  jfuonsHIng  similar  “'services.  The^.  -Tc 


hepatitis.  A  suggestion  that  the  facility 
provide  for  professional  development  was 
considered  to  be  sufficiently  covered 
under  the  responsibilities  of  the  Chief 
Executive  Officer. 

A  number  of  comments  were  made 
with  respect  to  patient  care  policies; 
most  were  concerned  with  scheduling  of 
hours  for  dialysis  at  the  convenience  of 
patients.  The  regulation  now  reads  that 
whenever  feasible,  hours  for  dialysis  are 
scheduled  for  patient  convenience.  The 
requirement  for  periodic  review  of  pa¬ 
tient  care  policies  has  been  amended  to 
indicate  that  the  review  activity  need 
not  be  conducted  solely  by  physicians 
and  nurses.  The  suggestion  to  eliminate 
the  word  “regularly”  from  scheduled 
conferences  to  evaluate  patient  progress 
has  been  rejected.  It  was  believed  that 
such  evaluation  must  be  made  regularly 
(see  Section  405.2137  (a)  and  (b)). 


disclosure  of  ownership  provision  is  con-; 
sistentrwith  Section  405.2113(c)  which 
does  not  "permit  a  person  serving  on  the 
Medical  Review  Board  to  review,,  the 
ESRD  services  of  a  facility  in  which 
thar'persbnTias  a  ffnancialThterest.  Be-  \  week 
cause  oTlhese  reasoris.'It' is"believed  that  -“‘“It  was  suggested. that  there- be-a._re- 


_ _  that  a  facil¬ 
ity  jnust  remain  open  at  all  times,'  Sec¬ 
tion  405.2136(g)  (2)  has  been~changed  to 
read  tHa€~tfig_gdveming  body~ensures 
that~medical  care  h  available  for 
emergencies  24  hours  a  day,  7^  days  a 


foreclosure  of  ownership’  provision  is 
not~lHegaT7~tt~ls~lU5tlfled''fbr_program 
purposes,  and  is  unchanged. 

The  comments  on  operational  objec¬ 
tives  Indicated  confusion  over  the  re¬ 
quirement  that  “criteria  defining  patient 
eligibility  for  services  are  devel¬ 
oped  *  *  As  a  result,  a  slight  editorial 
ch&nge  has  been  made  in  this  part  (Sec¬ 
tion  405.2136(b)(3))  which  now  reads 

that  “admission  criteria  are _ adopted 

)>y  the  Taciilty~ahd  are  readily  available 
to-ensiire-equi table.. access. to  suah'  serv¬ 
ice/’ 

A  slight  change  in  the  responsibilities 
of  the  chief  executive  officer  has  been 
made  by  deleting  tire  word  “medical”  in 
Section  405.2136(c)  from-the  expression 
“•  •  •  and  act  upon  medical  recom¬ 
mendations  made  by  *  • 

The  comments  on  the  Institutional 
planning  requirement  consisted  of  ques¬ 
tions  on  how  this  provision  related  to 
planning  agencies  and  how  the  provi¬ 
sions  were  to  be  interpreted.  However, 
as  previously  discussed,  several  com¬ 
ments  also  suggested  that  some  require- 


qniremgntthat  all  ESRD_facihtles  main- 
taiiujan_  openjstaff  for  afi  nephrolpgists. 
It.  was  believed  that  an  open  staff  re¬ 
quirement  might  at  this  time  be  seen  as 
Interfering  with  a  facility’s  prerogative 
to  pass_on_medical  staff.qualifications. 
Purther-Jt_was  recognized  that  ESRD 
networks  and  facilities 'shouIcTconcem 
themselves  'with  the  utilizatiofTof  qual- 
ifled.physicians^It  is  assumed,  therefore, 
that  decisions  concerning'the  granting 
of“  privileges'  in '  a  facllltw  wilt  be  based 
upon  th  (^physician's  professional  qual- 
ificatioruFand"  the  facility's  capacity  to 
accommodate  the  physician’s  patients. 

Comments  on  patient  care  plans.  (Sec¬ 
tion  405.2 137->^,.This_condition,has  been 
rewritten  in-gr-eater  detail  to  insure  that 
each  patient  receives  a  periodic  evalua¬ 
tion  _with  respect  Jo  the  appropriate 
modality _  of_care.  In  "revising  the  condi¬ 
tion  to  provide'  for  evaluation  of  the 
long-term  program  as  well  as  a  patient 
care  plan,  several  of  the  comments  were 
incorporated..  The  requirement  now  is 
more  specific  in  stating  who  is  involved 
in  making  evaluations  in  the  long-term 
ments  could  be  duplicative.  This  require-  program  and  in  the  patient  care  plan, 
ment  for  Institutional  planning  is  du-  ^In  addition,  it  is  stated  that  each  patient 


pllcative  since  it  Is  presently  a  require¬ 
ment  for  Medicare-approved  hospitals; 
this  requirement,  therefore,  has  been 
deleted.  Although  the  deletion  leaves  the 
non-hospital  operated  ESRD  facilities 
with  no  specific  requirement  for  lnstitu- 


ihTKt“hrr  e-valu afedjh  thejong-term  pro¬ 
gram  not  less_freauently  than  every  12 
months.  The  review  of“  the  patient’s 
care  plan  must 


nat_be  less  frequent  than" monthly ;  a 
comment  that  this  evaluation  be  made 
tional  planning,  it  is  believed  that  there  nodess-than  twice  monthly  was  believed 


are  requirements  in  other  sections  of  the 
regulations  which  sufficiently  mandate 


more  frequent" than  necessary  for 
most  patients. 


an  ESRD  facility  to  plan  for  future  'Comments  on  patient’s  rights.  (Sec- 


fumishlng  of  ESRD  services. 

Several  editorial  changes  have  been 
made  as  a  result  of  comments  on  person¬ 
nel  policies  and  procedures  which  indi¬ 
cated  some  confusion  with  patient  care 
policies  (Section  405.2136(f)).  In  addi¬ 
tion,  several  comments  suggested  addi¬ 
tional  requirements  with  respect  to 
Infection  control,  particularly  control  of 


tion  405.2138).  The  condition  on  pa¬ 
tient’s  rights  has  been?  reorganized  to 
required  standards  covering:  (1)  in¬ 
formed  patients.  (2)  participation  in 
planning,  (3)  respect  and  dignity,  (4) 
confidentiality,  and  (5)  a  grievance 
mechanism.  There  were  a  number  of 
comments  suggesting  changes  which 
have  not  been  made,  not  because  the 


comments  were  unacceptable,  but  be¬ 
cause  the  suggestions  were  considered 
inappropriate  for  regulations.  For  exam- 
ple,— itr-was-suggested.  that  there  be  pro¬ 
visions  for  a  translator  for  any  patient 
witfT"aIdanguage/  barrier  rather  than 
when,  a  significant  number,  of  patients 
exhibit-a-language-barrier?-it  was-  be- 
lieved_admjnistratively  more  feasible  to 
retain  the  present.requirement.  A  com¬ 
ment  suggested  the  addition  of  the  right 
to._refuse -treatment  but  it  was  believed 
that_ .this  need  not  be  in  regulations; 
“However,  the  right  to  refuse  to  partici¬ 
pate  in  experimental  research  was  re¬ 
tained. 

Comments  on  medical  records.  (Sec¬ 
tion  405.2139).  This  section  remains  es¬ 
sentially  unchanged;  the  changes  In 
other  parts  of  the  regulations  include 
suggestions  made  in  the  comments  on 
medical  records. 

Comments  on  physical  environment. 
(Section  405.2140) .  This  section  has  been 
enlarged  slightly  to  provide  more  detail 
with  respect  to  hepatitis  control  which 
was  the  concern  of  several  commenters. 
The  regulations  take  note  of  the  impor¬ 
tance  of  infections  control  and  specifi¬ 
cally  hepatitis,  but  refrain  from  requir¬ 
ing  a  separate  isolation  treatment  area 
with  separate  staff  at  this  time.  The  area 
of  hepatitis  control  will  be  kept  under 
review  for  possible  future  changes  in  reg¬ 
ulations  and  interpretive  guidelines. 

Concern  was  expressed  that  testing  of 
emergency  procedures  while  patients  are 
being  dialized  might  present  a  hazard  to 
the  patients.  The  requirement  that  there 
be  emergency  procedures  with  which  the 
facility  personnel  are  familiar  is  de¬ 
signed  to  enhance  the  safety  of  the  en¬ 
vironment.  Interpretive  guidelines  will 
provide  assistance  on  how  the  testing  of 
emergency  procedures  can  be  carried 
out.  The  regulations  have  not  Incorpo¬ 
rated  references  to  publications  describ¬ 
ing  minimum  requirements  for  construc¬ 
tion  and  equipment;  the  development  of 
interpretive  guidelines  will  take  Into 
consideration  such  publications.  How¬ 
ever,  certain  requirements  have  been 
added  to  these  regulations  to  increase 
the  safety  of  the  environment  through 
the  provision  of  ground-fault  interrupt¬ 
ers  in  electrical  circuits  to  equipment 
and  the  provision  of  an  alternate  elec¬ 
trical  power  source  from  an  emergency 
generator. 

Comments  on  affiliation  agreement  or 
arrangement.  (Section  405.2160).  The 
comments  on  this  section  indicated  that 
the  proposed  regulation  was  unclear, 
particularly  with  respect  to  emergency 
and  non-emergency  admissions  to  the 
affiliated  facility.  The  portion  of  the  re¬ 
quirement  pertaining  to  provision  of 
care  in  emergencies  has  been  deleted  to 
simplify  the  requirement.  It  is  believed 
that  this  change,  together  with  the 
changes  in  definition  of  ESRD  facilities 
(see  Section  405.2102(e))  has  clarified 
the  requirement. 

Comments  on  director  of  a  renal  dialy¬ 
sis  facility  or  renal  dialysis  center.  (Sec¬ 
tion  405.2161).  One  commenter  raised 
the  question  whether  the  proposed  regu¬ 
lation  was  in  conflict  with  Section  1801 
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of  the  Social  Security  Act  in  that  the 
regulation  sets  up  requirements  as  to 
which  physicians  may  treat  which  pa¬ 
tients.  This  regulation  is  intended  only  to 
assure  that  the  ESRD  services  furnished 
by  the  facility  are  under  qualified  direc¬ 
tion.  The  patient  is  under  the  care  of  his 
or  her  own  physician,  who  may  also  be 
the  Physician-Director.  As  Director,  this 
physician  is  responsible  for  planning, 
organizing,  and  supervising  the  profes¬ 
sional  ESRD  services  of  the  facility. 

Another  comment  contained  the  rec¬ 
ommendation  that  the  regulations  spe¬ 
cify  the  Director  be  responsible  for  a 
Staff  Development  Plan  for  all  person¬ 
nel.  The  regulations  require  a  facility  to 
J  assurqjliat-  aff-Per&onnel'bF  theTfacility 
participatg_jn_educational  programs  on 
a"regular  basis  (Section  405.2136(d)  (6) ) 
■rY;.  and  further  prescribe  that  the  Chief  Ex- 
■  ecutiyg_Qf2cerJias  the  responsibility  for 
v. assuring  that  all  ..employees,  have  an  op¬ 
portunity  fof_continuing  education  and 
relatechdevelopment  activities  (Section 
405'.2136Cc7T3 )  (viii) ) .  These  parts  of  the 
regulations  were  considered  to  provide 
adequate  assurance  for  a  staff  develop¬ 
ment  program  for  all  employees.  The  ad¬ 
ditional  responsibility  for  the  physician- 
director  in  assuring  adequate  training  of 
the  nurses  and  technicians  in  dialysis 
techniques  was  designed  to  provide  for 
safe  procedures  and  techniques  and  to 
assure  that  the  dialysis  staff  are  well 
versed  in  current  practice. 

Several  commenters  suggested  that 
Sectlbn_405.2161  be  changed  slightly  so 
that_^thef physician-chrector  is  not  re¬ 
sponsible  for_7‘training”  but  is  respon- 
sibliTTo r_  ,Tassu rin g _ adequ a te~  training’*- 
This  change,  was  made  'ah -It -provides 
more  flexibility  in  the  actual  training  but 
stffFretains  the  requirement  that  the 
phyeician-direcEbf  assures  that  ~  there  is 
training.  ~ 

Comments  on  staff  of  a  renal  dialysis 
facility  or  renal  dialysis  center.  (Section 
405.2162).  This  section  has  been  edited 
to:  (1  substitute  the  word  "physician” 
In  place  of  M.D.,  (as  defined  in  Section 
1861  (r)  (I)  of  the  Social  Security  Act,  (2) 
indicate  that  one  currently  licensed 
health  professional  is  on  duty  to  oversee 
ESRD  patient  care,  and  (3)  add  that  on 
adequate  number  of  personnel  are  pres¬ 
ent  to  meet  the  needs  of  patients. 

One  commenter  suggests  that  an 
LkP.N.  Is  not  sufficiently  qualified  to  be 
left  in.  charge  of  ESRD  patients;  con¬ 
versely,  one  hospital  commented  that  its 
nursing  service  was  composed  entirely  of 
Ii.V.N.’s  (Licensed  Vocational  Nurses) 
and  suggested  that  the  nurse  responsible 
for  the  nursing  should  be  an  L.V.N.  Un¬ 
til  such  time  as  there  is  a  better  con¬ 
sensus  on  qualifications  of  staff  as  well 
as  training  of  nephrology  personnel,  it 
is  believed  that  the  regulations  should 
require  the  qualified  registered  nurse  to 
be  in  charge  of.  the  nursing  service  and 
to  allow  the  L.P.N.  to  oversee  ESRD 
patient  care.  For  purposes  of  this  discus¬ 
sion,  the  licensed  practical  nurse  and  the 
licensed  vocational  nurse  are  considered 
equivalent  In  qualification.  It  is  recog- 
>  sized  that  this  regulation  is.  a  minimum 
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requirement;  larger  facilities  should  staff 
according  to  their  needs  with  the  ade¬ 
quacy  of  staff  being  determined  by  the 
adequacy  of  the  process  and  outcomes  of 
patient  care.  Ratios  of  staff  to  patients 
have  not  been  used  in  these  regulations 
because  at  the  present  time,  ratios  in 
themselves  cannot  be  used  as  sole  deter¬ 
minants  of  good  patient  care. 

Comments  on  minimal  service  require¬ 
ments  for  a  renal  dialysis  facility  or  a 
renal  dialysis  center.  (Section  405.2163). 
A  large  number  of  commenters  suggested 
changes  in  this  section,  particularly  as 
related  to  the  social  and  dietetic  services. 
Revision  has  been  made  in  response  to 
these  comments.  The  proposed  regula¬ 
tions  were  intended  to  provide  a  minimal 
base  for  social  and  dietetic  services  upon 
which  each  facility  would  add  such  re¬ 
sponsibilities  and  qualified  personnel  suf¬ 
ficient  to  meet  the  needs  of  the  ESRD 
patients  being  treated.  However,  the 
consensus  of  comments  from  nephrology 
social  worker  and  dietitian  groups 
pointed  out  that  the  responsibilities 
listed  in  the  proposed  regulations  were 
unrealistically  limited  and  did  not  reflect 
the  extent  of  involvement  of  these  dis¬ 
ciplines  in  ESRD  therapy  in  current 
practice.  The  social  workers  pointed  out 
that  the  real  need  is  for  psychosocial 
evaluations  and  counseling  rather  just 
social  evaluations.  There  is  a  similar 
need  for  dietetic  evaluation  and  counsel¬ 
ing.  The  minimum  education  and  experi¬ 
ence  of  personnel  qualified  to  carry  out 
such  added  responsibilities  is  reflected  in 
the  changes  in  definitions  of  qualified 
ESRD  personnel  (Section  405.2102  (r) 
^(2)  and  (6)1. 

"  \^UeffEe_iiroposed_regulations  .stated 
j  thaTlaboratory  services  were  to  be  per¬ 
formed  by  a'lffedTcarevapprcrved  Iabora- 
■  tqryritjwas “recognized:  thaTthe“dialysis 
!  process  requires,  certain,  monitoring  pro¬ 
cedures.  Exceptions  have  been  granted 
wmcfi  perffiit  hematdcnT~ahd' clotting 
'  time^determinations  to  be  made  on  the 
premises  of  , an.  approvecT  ESRD  facility 

~  CSrnm enters  pointed  out  that  an  ESRD 
facility  should"  not  be  required  to  be  re¬ 
sponsible  for  installation  _ahd  mainte¬ 
nance  of  equipment  and  for  the  ordering 
ofisupplies  for  the  self-care  dialysis  pa- 
.tiehtr  In  response  to  this,  the  section  on 
(self-care7diaIysia_support^-services  has 
been  rearranged  ..in  indicate  that  an 
ESRD  facility  is  required  to  assist  the 
ESRD  patient,  as!  needed,  in  making  ar- 
,  rangements  for  sucii_sejwices. 

V.  Comments  on  director  of  a  renal  trans¬ 
plantation  center.  (Section  405.2170). 
The  same  change  which  was  made  for 
the  renal  dialysis  facility  and  renal  di¬ 
alysis  center  has  been  made  in  this  sec¬ 
tion;  the  requirement  that  the  director 
be  responsible  for  training  of  staff  has 
been  modified  to  responsibility  for  assur¬ 
ing  training  of  staff. 

Comments  on  minimal  services  re- 
Quiren^r.ts  for  a  renal  transplantation 
center.  (Section  405.2171).  The  changes 
which  were  made  for  the  renal  dialysis 
facility  and  renal,  dialysis  carter  have 
similarly  been,  made  in  the  requirements 
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for  social  services  and  dietetic  services 
(see  discussion  of  comments  on  Section 
405.2163).  In  addition,  changes  have 
been  made  in  laboratory  services  (see 
discussion  of  comments  on  histocom¬ 
patibility  testing). 

_Ajection  has  been  added  that  requires 
that  if  a  renaTTransplantation  “center 
-utilizes  the  services  of  an  organ  procure¬ 
ment  agency  to  obtain  donor  organs,  the 
organ  procurement  agency  must  furnish 
these  services  under  an  '  arrangement 
(Section  405.2171(e)). 

A  number  of  comments  were  made 
that  there  were  few  requirements  for 
renal  transplanation  centers  in  contrast 
to  many  requirements  for  ESRD  dialysis 
facilities.  As  discussed  earlier  in  this  pre¬ 
amble,  a  renal  transplantation  center 
must  meet  all  Medicare  requirements  in 
this  subpart  except  those  parts  specifi¬ 
cally  for  renal  dialysis  facility  or  renal 
dialysis  centers.  These,  too,  must  be  met 
if  the  renal  transplantation  center  also 
furnishes  dialysis  services. 

(Secs.  226(g),  1102,  1861,  1862(a),  1871, 

1874,  Social  Security  Act;  86  Stat.  1464,  49 
Stat.  647,  as  amended,  79  Stat.  325,  331,  332, 
and  340;  42  U.S.C.  625(g),  1302,  1395x,  1335y 
(a),  1395h.li,  1395ki.) 

Effective  Date:  The  amendments  shall 
be  effective  September  1,  1976. 

(Catalog  of  Federal  Domestic  Assistance 
Programs  No.  13.800,  Health  Insurance  for 
the  Aged — Hospital  Insurance.) 

Dated:  March  25,  1976. 

J.  B.  Cardwell, 

Commissioner  of  Social  Security. 

Approved:  May  24,  1976. 

Marjorie  Lynch. 

Acting  Secretary  of  Health. 

Education,  and  Welfare. 

Part  405  of  Chapter  HT  of  title  20  of 
the  Code  of  Federal  Regulations  is 
amended  as  set  forth  below : 

1.  Section.  405.1031  is  amended  by  re¬ 
vising  the  introductory  paragraph,  to  _ 
read  as  follows: 

§  403.1031  Condition  of  participation- — 
complementary  departments. 

Participation  is  not  limited  to  hospitals 
which  have  surgery.'anesthesiology,  den¬ 
tal,  or  rehabilitation  departments'  or 
services,  but  if  these  departments  '  or 
services  are  present,  there  are  effective, 
policies  and  procedures,  relating  to  the 
staff  and  the  functions  of  the  service  (s)  1 
in  order  to  assure  the  health  and  safety 
of-  the  patients.  IT  the  hospital  provides 
end-stage  renal  disease  services,  reim¬ 
bursement  for  such  services  will  not  be 
made  unless  the  hospital  also  meets  the 
Conditions  for  Coverage  of  Suppliers  of 
End-State  Renal  Disease- Services,  Sub- 
part  U  of  this  Part.  If  a  hospital  labo-t 
ratory  department  wishes,  to  provide 
histocompatibility  testing, '  reimburse¬ 
ment  for  such  services  will  not  be  made 
unless  the  laboratory  department  also 
meets  the  appropriate  requirements  in 
Subpart  M  of  this  Part  (§  4Q5.1S01(c)).  • 
2.  In  i  405.1310  a  new  paragraph  Cm) 
is  added  to  read  as  follows:  ..... 


FEDERAL  REGISTER,  VOi.  41»  NO.  108 — THURSDAY,  JUNE  3.  1976 


) 


* 

22510 

§  405.1310  Definitions. 

«  •  •  •  • 

(m)  Histocompatibility  testing.  Labo¬ 
ratory  test  procedures  which  determine 
compatibility  between  a  potential  donor 
organ  and  a  potential  organ  transplant 
recipient. 

3.  In  §  405.1314  a  new  paragraph  tb) 
(13)  is  added  to  read  as  follows : 

§405.1314  Condition — clinical  labora¬ 
tory  ;  tests  performed. 

(b)  Standard:  Procedures  and  tests — 
competency. 

*  *  •  *  * 

(13)  Notwithstanding  paragraph  (b) 
(1)  of  this  section,  if  the  laboratory  per¬ 
forms  tests  in  the  specialty  of  histocom- 
patlbilityjtesting,-  the  director  or  super¬ 
visor:  " ' 

~"(1)'  Holds  an  earned  doctoral  degree  in 
a  biological  science  or  is  a  physician 
and 

(ii)  Subsequent  to  graduation  has  had 

4  years  of  experience  in  immunology,  2  of 
ivhich  have  been  In  histocompatibility 
testing. 

’"3.  In  §  405.1317,  a  new  paragraph  (b) 
(8)  is  added  to  read  as  follows : 

5  405.1317  Condition— -quality  control. 

•  •  •  •  * 

(b)  Standard:  Quality  Control  Sys- 
lem — Methodologies. 

•  •  *  •  • 

(8)  Histocompatibility  testing.  In  ad- 
iition  to  the  standards  for  quality  con¬ 
sol  in  immunohematology,  paragraph 
b)  (4)  of  this  section,  and  serology, 
>aragraphs  (b)(2)(i)  and  (b)(2)(H)  of 
his  section,  which  are  applicable  to  the 
histocompatibility  testing  laboratory,  the 
histocompatibility..  _  testing  —  -laboratory 
itllizes  the  following  control  systems  and 
alldation  methods  for  the  performance 
f  tests  in  the  following: 

(i)  for  renal  allotransplantation:  (A) 
!rossmatching  of  potential  recipients 
nd  donors  before  transplantation  is  per- 
)rmed  with  one  or  more  techniques 
sing  the  most  reactive  and  most  rgcent 

;ra;  ~  - . —  r . 

(B)  HL-A  •  serologic  typing  of.  Ijoth 
onor  and-rectplentrw-nichr  include  at 
Ast“rthose  -antlgens~detectable~wTUi 
>nnn  capable  br~deflhing  “the  same 
atigens-  as-  thosendefinable  by  the  Na_- 
onal'  Institutes  of  Health  serum 

■ajusTTand. - 

fCT'Characterization  for  antibody 
gainst  histocompatibility' “antigens'  in 
>rum  from  potential  recipients  of  organ 
•  tissue  grafts. 

til)  For  transfusions  and  bone  mar- 
>w  transplants  the  tests  in  paragraphs 
I)  d)  (A)  and  (8)  (i)  (B)  of  tills  section 
required. 

(ill)  For  disease  association  studies, 
iragraph  (8)  (i)  (B)  of  this  section 
pplies. 

(iv)  Mixed  lymphocyte  cultures  or 
her  recognized  methods  to  detect  cellu-  .v 
r  defined  antigens  are  performed  in 
cordance  with  prescribed  methods. 
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(v)  Procedures  are  established  re¬ 
garding  freezing  of  lymphocytes  and  to 
provide  for  a  comprehensive  panel  of 
fresh  and/or  frozen  lymphocytes. 

(vi) .  The  reactivity  of  cell  panels  used 
for  antibody  detection'is  tested  at  least 
twice  a  month  with  appropriate  known 
antisera. 

_(yii)  The  laboratory  must  also:  (A) 
At  least  once  each  month  have  each  in¬ 
dividual  performing  tests  be  given  a  pre¬ 
viously  tested  specimen  as  an  unknown 
to  verify  their  ability  to  reproduce  test 
results  and  the  results  of  such  testing 
shall  be  recorded  and, 

J  Participate  in  at  least  one  national 
or  regional  cell  exchange  program,  if 
available,  of  develop. an  exchange  system 
with  another  laboratory  in  order  to  vali¬ 
date  interlaboratory  reproducibility.  “ 

5.  Section  405.1901  is  amended  by  re¬ 
designating  paragraph  (c)  as  paragraph 
(d),  redesignating  paragraph  (d)  as 
paragraph  (e) ,  and  adding  a  new  para¬ 
graph  (c)  to  read  as  follows: 

§  405.1901  The  certification  process. 

*  *  »  •  * 

(c)  A  hospital  which  is  a  participating 
provider  of  services,  for  a  nonhosplfal- 
operated  renal  dialysis  facility  as  defined 
in  5  405.2102(e)  (3),  or  a  laboratory  fach- 
ity  that  is  approved  to  participate  ibrthe 
Medicare  program  which,  notwithstand¬ 
ing  approval  pursuant  to  Subpart  J  or 
Subpart  M,  also  meets  the  requirements 
in  §§  405.1314(b)  (13)  and  405.1317  (a), 
(b)(2)  (i)  and  (ii),-(b)  (4),  and  (b)(8) 
and,  when  services  are  furnished  in  the 
specialty  of  tissue  pathology,  also  meets 
the  requirements  in  §§  405.1314(b)  (8)  (i) 
and  405.1317  (a)  and  (b)(6)(h),  and 
which  is  found  to  be  in  compliance  with 
each  of  the  applicable  Conditions  for 
Coverage  of  Suppliers  of  End-Stage 
Renal  Disease  Services  prescribed  by  the 
Secretary  (see  Subpart  U) ,  may  become 
a  supplier  of  End-Stage  Renal  Disease 
services  pursuant  to  section  226(g)  of  the 
Social  Security  Act  upon  being  approved 
therefor  by  the  Secretary. 

•  *  *  •  » 

6.  A  new  §  405.1912  is  added  to  read  as 
follows : 

§  403.1912  Special  procedures  for  ap- 
proving  end-stage  renal  disease  fa¬ 
cilities  and  the  expansion  of  services 
in  approved  facilities. 

y  (a)  Considerations  for  approval.  An 
ESRD  facility  which  wishes'  to  be  ap¬ 
proved  for  coverage,  or  which  wishes  any 
expansion  of  dialysis  services  to  be  ap¬ 
proved  for  coverage  in  accordance  with 
Subpart  U  of  this  Fart,  must  secure  the 
Secretary’s  determination  thereunder. 
In  addition  to  the  certification  by  the 
State  agency  referred  to  hT  §  405.1902. 
data  furnished  by  network  organizations 
and'  recommendations—  of— thekPublic 
Health  Service,  concerning  the  contribu- 
tion  of  a  facility  to  the  furnishing  of 
end-^lagairenaF disease'^seFvTces  in  its 
petwork  and  concerning  the  facility’s 
compliarTcejftlrBfbfessibnai  nonns  and 
standards  (see  Subpart  U  of  this  Part) , 
6hall  be  considered  by  the  Secretary_in 


determining  whether  to  approve  a  fa¬ 
cility  for  coverage  or  for  any  expansion 
of  services  under  the  End-Stage  Renal 
Disease  Program.  The  facility  will  also 
be  required  tosubmit  data  pertaining  to 
its  qualifications  for  approval  or  for  any 
expansion  of  services,  for  consideration 
in  the  Secretary’s  determination." 

(b)  Determining _ compliance  with 

m inimal  utilization  rates:  _ time  ttmita- 
tions.  (1)  Unconditional  status.  A’ 'facil¬ 
ity,  which  meets  minimal  utilization  re¬ 
quirements  will  be  assigned' this  status  as 
long  as  It  continues  to 'meet  these  re¬ 
quirements. 

72 )  Conditional  status.  A_conditiojjal 
status  may  be  granted  to  a  facility  for 
“not-rnore— than— 2- consecutive  “caTendar 
years:/andrwniL"not;  be  :renewable“Tsee 
5.405.2122(b)).  its  status  may  be_  ex- 
amined  each  calendar_A'ear.  to  ascertain 
its  compliance  with  Subpart  U. 

(3)  Exception  status.  Under  unusual 
circumstances  (see  §  405.2122<ci )  the 
Secretary  may  grant  a  time-limited  ex¬ 
ception  to  a  facility  which  is  not  in  com¬ 
pliance  with  the  minimal  utilization 
rate's )  for  either  unconditional  status  or 
conditional  status.  This  exception  status  ■ 
may  be  granted,  and  may  be  renewed  on 
an  annual  basis,  under  circumstances 
where  rigid  application  of  minimal  utili¬ 
zation  rate  requirements  would  adversely 
affect  the  achievement  of  ESRDjirogram 
objectives.  " "" 

Tc)T]yv;i)  'Splicantj  A  facility  which 
has  noT~ previously.- participated '  in  the 
ESR.D  program  must  submit  a  ‘pian_de- 
tailing  how  it  expects  to  meet  the  condi¬ 
tional  minimal  utilization  rate  status  by 
the  conclusion  ox*  1  calendar  year  ofiits 
operation  under  the  program  and  meet 
the  -unconditional  minimal  utilization 
rate  status  during  the  third  calendar 
year  of  its  operation  under  the  program. 

(d)  ' Notification.  The  Secretary  will 
notify  each  facility  and  its  network  co¬ 
ordinating  council  of  its  initial  and  its 
subsequent  minimal  utihzaton  rate  clas¬ 
sification. 

(e)  Failure  to  meet  minimal  utilization 
rate.  A  facility  failing  to  meet  standards 
for  unconditional  status  or  conditional 
status,  or  if  applicable,  for  exception 
status,  will  be  so  notified  at  the  time  of 
such  classification. 

(f)  Interim  regulations  participant. 

A  facility._previousiy  participating_.under 
the  interim  regulations  will  not  be  ap- 
provedlmcfer  the  pyogram  es tablished  by 
SubparfTTJ  until  it  has  demonstrated  that 
it  meets' all  the  applicable  requirements  of 
this  Subpart,  including^ the  appropriate 
minimal  utilizatlorfrate.  It  may  continue  ^ 
under  the  mterim 'program  only  for  a  pe¬ 
riod  not  to  exceed  1  year  from  the  effec¬ 
tive  date  of  these  amendments  (see 

§  405.2100(c)  of  this  part)'.  During  this 
period  it  may  demonstrate  its  ability  to 
meet  the  appropriate  minimal  utilization 
rate.  Failure_to_quaHfy_und.er.this_Sub-  i 
part  will -automatically  terminate  cover¬ 
age  of  -  such  f aem fcy’s'SOTViCFs Tinder"  th  e 
ESRD  program  atth<rencr  orsUeh  year. 

7.  Part  405  of  Title  20,'  Code_of  'Fed¬ 
eral  Regulations,  Is  amended  by  adding 
a  new  Subpart  U,  and  an  Appendix, 
reading- asfollcrwsg 
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Subpart  U — Conditions  tor  Covera p,e  of  Suppliers 
of  End-Stage  Renal  Disease  (ESRD)  Services 


405.2100 

405.2101 


Scope  of  subp&rt. 

Objectives  of  end-stage  renal  dis¬ 
ease  (ESRD)  program. 

40522102  Definitions. 

405.2110  Designation  of  ESRD  network 

areas. 

405.2111  Designation  of  network  coordinat¬ 

ing  councils. 

405.2112  Designation  of  ESRD  networks. 

405.2113  Medical  review  board. 

405.2114  Relationship  of  ESRD  networks  to 

health  care  review  organizations 
and  to  health  service  planning 
organizations. 

405.2120  .  Minimal  utilization  rates:  general. 

405.2121  Basis  for  determining  minimal 

utilization  rates. 

40542122  Types  and  duration  of  classifica¬ 
tion  according  '  to  utilization 
rates. 

405.2123  Reporting  of  utilization  rates  for 
Initial  classification. 

4052124  Calculation  of  utilization  rates  for 
comparison  with  minimal  utili¬ 
zation  rates(s)  and  notification 
of  status. 

4052130  Condition:  minimal  utilization 
rates. 

4052131  Condition:  Provider  status:  renal 
transplantation  center  or  renal 
dialysis  center. 

4052132  Condition:  fulfillment  of  service 
needs  In  network. 

405.2133  Condition:  furnishing  data  and 
Information  for  ESRD  program 
administration. 

4052134  Condition:  membership  in  a  net¬ 
work. 

405.2135  Condition:  compliance  with  fed¬ 
eral,  State,  and  local  laws  and 
regulations. 

4052136  Condition:  governing  body  and 
management. 

4052137  Condition:  patent  long-term  pro¬ 
gram  and  patient  care  plan. 
4052133  Condition:  patients*  rights  and  re¬ 
sponsibilities. 

405.2139  Condition :  medical  records. 

4052140  Condition:  physical  environment. 
4052160  Condition:  affiliation  agreement  or 
arrangement. 

405.2101  Condition:  director  of  a  renal  di¬ 
alysis  facility  or  renal  dialysis 
center. 

4052162  Condition:  staff  of  a  renal  dialysis 
■  facility  or  renal  dialysis  center. 

405.2163  Condition:  minimsd  scrvlco  r6— 
qulrements  for  a  renal  dialysis 
facility  or  renal  dialysis  center. 
4052170  Condition:  director  of  a  renal 
transplantation  center. 

4052171  Condition:  minimal  service  re¬ 
quirements  for  a  renal  trans¬ 
plantation  center. 

Appendix:  End-Stage  Renal  Disease  Net¬ 
work  Areas. 

Subpart.  U — Conditions  for  Coverage  of 
Suppliers  of  End  Stage  Renal  Disease 
(ESRD)  Services 

§  405.2100  Scope  of  subpart. 

fa,)  The  regulations  in  this  subpart 
prescribe  the  role  which  End-Stage  Renal 
Disease  (ESRD)  networks  will  have  in 
the  ESRD  program,  establish  the  mecha- 
Pisni  by  which  minimal  utilization  rates 
pursuant  to  section  226(g)  of  the  Social 
Security  Act  (r>  U.S.C.  426(g))  will  be* 
Promulgated  and  applied,  and  describe 
the  health  and  safety  requirements  that 
ladllttea  furnishing  ESRD  care  to  bene¬ 
ficiaries  must  meet.  These  regulations 


further  prescribe  the  role  of  ESRD  net¬ 
works  in  providing  the  medical  review 
requirements  of  section  226(g)  prior  to 
and  following  the  establishment  of  Pro¬ 
fessional  Standards  Review  Organiza¬ 
tions  under  Part  B  of  Title  XI  of  the 
Social  Security  Act  (42  UJ3.C.  1320c  et. 
seq.). 

(b)  The  general  objectives  of  the 
ESRD  program  are  contained  in 
§  405.2101,  and  general  definitions  are 
contained  in  §  405.2102.  The  provisions  of 
3  §  405.2110-405.2114  discuss  the  estab¬ 
lishment  and  activities  of  ESRD  Net¬ 
works,  the  Network  Coordinating  Coun¬ 
cils,  and  the  Medical  Review  Boards. 
Sections  405.2120-405.2124  discuss  the 
establishment  of  minimal  utilization 
rates  and  the  requirements  for  approval 
of  facilities  with  respect  to  such  rates. 
Sections  405.2130— 405.2140  discuss  gen¬ 
eral  requirements  for,  and  description  of, 
all  facilities  furnishing  ESRD  services. 
Sections  405.2160-405.2163  discuss  spe¬ 
cific  requirements  for  facilities  which 
furnish  ESRD  dialysis  services.  Sections 
405.2170  and  405.2171  discuss  specific  re¬ 
quirements  for  facilities  which  furnish 
ESRD  transplantation  services. 

(''  ^c^_The  provisions  of  this  subpart  are 


e  ff  ec  tfi'e^TlJay  ^:foira7s-irigd  a  teoi~pub- 
Ticatjon.  Notwithstanding  such  effective 
date,  the  provisions^Ofi-the  interim  regu¬ 
lations  in  §§  405.116(g),  405.23 lTg Fand 
( hiijm  (Ether Append  br-tcr  Su  bp  art'B-  of 
thispart' shall-corrtmus— in'effecffdf- a 
period  r.at  .ter  exceed-  Iff  mm^rofondwing 
such,  effective  aate^for  the  limited  pur¬ 
pose  of  assuring  an  orderly  transition 

from- mch  -  mteilm^TesmatioTiS.l.tS:''  the 

y  provisions  . of  _this_  subpart_  and,  in  par- 
'  ticular,  so  that  facilities  approved  under 
the~  ESRI7 '  program  "'pursuant^to'^such 
inTertar'yeguTatidns  which' ~do'  not  also 
qfiailfy'for  corifmueci  approval  under  the 

oi  the  ^  Medicare. jgrcffram  jn  a  manner 
that  wiirmLnimize  disruptioiTorkerrices 
tleh  fsTTrqv.  e  y  er.-f  H-beglrT- 
.eJIe.Cliycmiat2,S.fl  these 

ceptions  under  the  interim  regulations 

(§  405.116(g)  40o^TL^21aSa:.,fhj...  and 

the  Appencuxlo^Subpart  B  of  this  part) 
Xvffl  DeTeccghfeoT  ahcT/tfl)  beginning-  e 
months  after  such  effective  dateTTTTOho 
T  u  r  tii  (firon:  cccrt  to  as-.  -w  Hl-be-gr?  men  ~Ttn  d  e  r 
the  interim  regulations  (§§  405lll6TgT, 
40o.2oirgT~ancf  ~(h)7  hh'ffDhemSppmdtx 
to  Sfibpart  B  of  this  partT;"hh(rTtTr'ae- 
termlngtloiip  witli^  itspeel  to  a  facility’s 
approval"  or  JionajpprovaI35r‘reImburse- 
ment  under  this  subpart  will  supersede 
determinations  made  unSer'such  interim 

Tesulalionsl - - - 

rarX  facility  previously  participating 
under  the  interim  regulations  will  not  be 
approved  under  the  program  established 
by  Subpart  U  until  it  has  demonstrated 
that  it  meets  all  the  applicable  require¬ 
ments  of  this  Subpart,  including  the  ap¬ 
propriate  minimal  utilization  rate.  It 
may  continue  under  the  interim  program 
only  for  a  period  not  to  exceed  1  year 
from  the  effective  date  of  these  amend¬ 
ments  (see  §  405.2100(c)  of  this  part). 
During  this  period  it  may  demonstrate 
its  ability  to  meet  the  appropriate  mini- 
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mal  utilization  rate.  Failure  to  qualify 
under  this  Subpart  will  automatically 
terminate  coverage  of  such  facility’s 
services  under  the  ESRD  program  at  the 
end  of  such  year. 

§  405.2101  Object  ives  of  the  end*slajrc 
renal  disease  (ESRD)  program. 

The  objectives  of  the  end-stage  renal 
disease  program  are: 

(a)  ISO  .  beneficiaries  who  have 

heemiiagnosed  as  having  end-stagFiffnal 
disease_<ESRD)  to  recemTThe  CirffTHev 
negeij  ~  r 

(b)  To_enccurage  proper  distribution 
acrLeff ect^e jjTOizafroh~drESRD  treat- 
ment  resources  while  maintaining  or  im¬ 
proving  the  quality  of  care!  and 

l'^cT  7C7rTiiu\~rTfeJ*lh(j'  flexibility  neces¬ 
sary  fhe~^efriZdent'dgTivery~gT*-ff;jiJi*u- 
prfate  'care  by  physTcianTTHcT  TfffflTTTgs. 

§405.2102  Definitions. 

As  used  in-  this  subpart,  the  following 
definitions  apply: 

(a)  (Ac/reemeni.liSe  ESRD  facility  has 
am  agreement  whereby-  another  facTExv 
assumes  r'esponsl6iff£yXuf — ThTTmiTIhg 
certain  "ser vices  to  p a r. rT''Mrd°T5?roh- 
taining  r eim bursem e fit’ for  sucITIervTces. 

T&rjZr r g n gemen£yhj e  ESRD  'fa’fihTfy' 
arranges  for  Tno  ther  "faulty '  toTalnlsh 
*  cerfain  services  lb  patients'  but  assumes 
r esponsTciTity  for '  such  "servTces'X ucl~ for 
obtalhlng  reuhbursemeSDTIICTSTCyi — 

(cT" slsv'JZ  prcce?yby  "ruuh  dis¬ 
solved  substances  are  removed  from  a  pa¬ 
tient’s  body  by  diffusion  from  one  fluid 
compartment  to  another  across  a  semi- 
permeable  membrane.  The  two  tj-pes  of 
dialysis  which  are  currently  in  common 
clinical  practice  are  hemodialysis  and 
peritoneal  dialysis. 

(d End-Stage  Rend  Disease  (ESRD)i 
That  stave  of  renal  impairment  which  is 


nenTO.  micT  i-m 


transplantation  _  to  ameliorate^.  uremic 
symptoms  and  maintain  life. 

*Tej  fES du  j acuity J ST facility  which  is 
approved  to  furnish  at  leaktrOfie'specIJTa 

EcRirmeTTirmro:etrT^CR2T02Trn  .-gilch 

facilities  rreu 


ho 


( D/Renal  Trcnsvlcniction  Center?  A 
^rof'd  'unit  'V,-r,ieh~  j? .  approved  'toTfJr1- 
nisn  direcily  transplantation  arm  nT'Ipr 
meaical  and  surgical  specialty  sen, -ices 
ratified  fo^,^TFcI^re'oi,  dief  'RD  trans- 
pdar.t  roatrentcrtnchidliig- -fr.patie'nT'  d'i- 
afysis  lumished  directly  flf  uiTder^ar- 
rangenfggy  A  Iteiial'--  TransplarrhrrtSh 
Center 'may  also  -he^-RenaroDialysls 

(2)  /RenaT^ialvs is  center T lA  hospital 
unit  wmch  is  approved  to  furnish  the  full 

cJgdI5ghfipgtlent~draIys!s~TUm'ished  'di¬ 
rectly  or  under  arrangement!,  and  re¬ 
habilitative  services!  except'renal"  trans- 
plan  tatierr  required  for  the  care  oIZSED 
dialysis  patients. 

"T31  fCenal  diaysisjacility >  A  unit  which 
is  approvedfo  furnish  dialysis  services) 
td  ESRD'  panenisT  ' 

(f)  ESRD  service .  The  type  of  care  or 
services-  furnished  to  an  ESRD  patient. 
Such,  types-  of  care  are: 
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(1) ; Transplantation  service.  A  process 

>y  which  (a)  a  kidney  is  excised  from  a 
lve  or  cadaveric  donor,  (b)  such  kidney 
j  implanted  .in  an  ESRD  patient,  and 
c)  supportive  care  is  furnished  to  the 
Wing  donor  and  to  the  recipient  follow- 
ag  implantation. _ 

(2)  [Dialysis  service: 

(i)  C hromcJniatntenance  dialysis.  Di- 
lysis  which  is  regularTyTuriiTshed  on  an 
Utpatient  basis  to  an  ESRD  patient  (at 
ny  level  of  patient  involvement)  in 
tther  a  hospital-based  or  nonhospital- 
ased  setting; 

(ii)  Inpatient  dialysis.  Dialysis  which, 
’cause  of  medical  necessity,  is  furnished 

an  ESRD  patient  on  a  temporary  in- 
iitient  basis  in  a  hospital;  or 

(iii)  Self-care  dialysis  training.  A  pro- 
am  wldcITTrams  “ESRD— patients  or 
ieir  helpers,  or  both,  to  perform  seif- 

dialysis. 

(g)  Fjitnishes  Directly.  The  ESRD 
icility  provides  the  service  through  its" 
<m  staff  and- employees,  or  through 
idividuals  who  are  under  direct  contract 

)  furnish  such  services  personally  for 
le  facility  (i.e.,  not  through  “agree- 
imts”  or  “arrangements") . 

(h)  Furnishes  on  the  Premise^.  The 
liRD  facility  furnishes  services  on  its 
nin premises;  or  on  its  other  premises 
tit  are:  (1)  contiguous  with  or  in  hn- 
rdiate  proximity  to  the  main  premises; 
®d,  (2-)  under  the  direction  of  the  same 
f Sessional  staff  and  governing  body'  as 
t)  main  premises. 

i)  Histocompatibility  testing.  Labora- 
by  test  procedures  which  determine 
Dapatibility  between  a  potential  donor 
&  an  and  a  potential  organ  transplant 

nipient _ _ _ 

))/Medical  Care  Criteria.  Predeter- 

*  led  eleiherits  "against '  wh  fch  as  pec  fs”of 

3  quality  oF  service  may  I>e 

Jftpared.  They  are~devei6p&d~  by‘  pro-" 
’^lonals  relying  on  professional  ex> 
xtise  and"  on  the  professional  literature. 

' &lMcdiea  TCa  reffTbrmsl'Nwo  erJcnUir 
t^car>easmes  _of  usual  observed 
x  form  ah  c  e".~~Nbfms  are  "derived"  from 

regale  kiformat ion  r elated  ""tb^the 
ulth_care.  provlded-to-a-large  -number 
jatjents  over  a  period  of  time. 

’  >  fMedical^Car^Standard^'Proiep,- 
w  ally  developed  expressions"  of  the 
a?e  of  acceptable  variation  "from  a 
cn_or  criterion.  - - 

n) .  UiledicaL-caj-e -eval  ua  t  ion~lsiudyl 

*  T)._  Reviey7_of  health  care  services, 
^£._.performed„. retrospectively,"  in 
’rih  an  indepth  assessment  of  the 
aity-  and/or  utilization  of  such  serv- 
*.is  made.  " 

^/Hetivork,  "ESRD.  An  approved, or-  - 
i  zed- group  _of_  ESRD  facilities  in  a 
&,?nated  geogi*aphic  area  wliich  by 
tyre  "and  location,  and  because"""of 
d  referral -patterns,  collectively  rfur- 
necessary  care  for  ESRD  pa- 
In  the  population  served. 

|)  'I Network  ~~ Coordinating  CouncdJ 
referredTo' as  “Council”).  A  ‘group 
presentatlves  of  all  the  ESR^  faefli- 
'iln  a  network  which  acts  as  an  ad- 
tatrative  governing  body  to  the  "net- 
)/  as  a  resource  to  community  health 
fiaera,  and  as  a  liaison  to  the  Federal 
‘'rameat 
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(p)  for gan  procurement.  The  process 
of  acquiring  donor  kidn'eys.  (See  item 
(q)  in  tills  section.)  , 

(q>  Organ  procurement  agency An  or¬ 
ganization  which  performs,  or  coordi¬ 
nates  the  performance  of,  all  the  fol¬ 
lowing  services: 

(1)  Harvesting  of  donated  kidneys: 

(2)  Preservation  of  donated  kidneys; 

(3)  Transportation  of  donated  kid¬ 
neys;  and 

■t  (4)  Maintenance  of  a  system  to  locate 
prospective  recipients  for  harvested  or¬ 
gans. 

(r)  Personnel  ( qualified ),  ESRD:  (1) 
Chief  executive  officer  ( qualified ) .  A  pe’-- 
^L^hokLLLHolds  at  least  a  baccalaure¬ 
ate  degree  or  its  equivalent  and  has  at 
least  1  year  of  experience  in  an  ESRD 
unit;  or  ‘  "  " 

a  qualified  registered  nurse  or 
qualified  physician  director  pursuant  to 
_  Paragraphs  (4)  and  (5)  of  this  item  (r)  • 
or  ,  * 

(iii)  As  of  the  effective  date  of  these 
regulations-,  has  demonstrated  "capability 
by  acting  for  at  least  2  years  as  a  chief 
executive  officer  in""  a  dialysis  unit  or 

transplantatioirprogram.  - 

(2)  Dietitian  {Qualified > .  A  person 
who:  715  is  eligible  for  registratioiTBy 
toe  American  Dietetic  Association  under 
its  requirements  in  effect  on  the  publica¬ 
tion  of  these  regulations,  and  has  at  least 
experience  in  clinical  nutrition- 
or 

(ii)  Has  a  baccalaureate  or  advanced 
degree  with  major  studies  in  food  and 
nutrition  or  dietetics,  and  has  at  least  1 
year  of  experience  in  clinical  nutrition. 

,  (3 .-^diCQ^.Pejeord _ Practitioner 

( Qualified )_._ A  pers  on_  wh  o : 

(i)  Has  graduated  from  a  program 
for  Medical-Tre"cord  4idministrators  ac¬ 
credited  by  the  Council  on  Medical  Edu¬ 
cation  of  the  American  Medical  Associa¬ 
tion  and  the  American  Medical  Record 
Assomi  lon,  and- is  "eligible  for  certifica¬ 
tion  as  a  Registered  Record  Administra¬ 
tor  AREA)  by  the  American  Medical 
Record  Association,  under  it3  require¬ 
ments  in  effect  on  the  publication,  of 
these  regulations ;  or 

(ii)  Has" graduated  from  a  program 
fp^Eiedical  Record  TecHrucians  approved 
jolntljr  by-the-Council -orr  MedlcaTEdtD 
cation  of  toe  American  Medical  Associa¬ 
tion  and  toe  American  Medical  Record 
Association,  and  is  eligible  for  certifica¬ 
tion  as  an  Accredited  Record  Technician 
(AB.Ii_.by~  toe  American  Medical  Record 
Association  under  its  requirements  in  ef¬ 
fect  on  the  publication  of  these  regula¬ 
tions;  or 

(iii)  Has  successfully  completed  and 
received  a  satisfactory  grade  in  the 
American  Medical  Record  Association’s 
Correspondence  Course  for  Medical  Rec¬ 
ord  Personnel  approved  by  the  Accredit¬ 
ing  Commission  of  the  National  Home 
Study  Council,  and  is  eligible  for  certifi¬ 
cation  as  an  Accredited  Record  Tech¬ 
nician  by  toe  American  Medical  Record 
Association  under  its  requirements  in 
effect  on  toe  publication  of  these 
regulations. 

(4h_  Nurse.. Responsible  for  Nursing 
Service  (Qualified) ,  A  person  who  is  li¬ 
censed  as  a  registered  nurse  by  toe  State 


m  which  practicing,,  and  (i)  Has  at  least 
1-  months  of  experience  in  clinical  nurs¬ 
ing,  and  an  additional  6  months  of  ex¬ 
perience  in  nursing  care  of  the  patient 
with  permanent  kidney  failure  or  under¬ 
going  kidney  transplantation,  including 
training  in  and  experience  with  the 
dialysis  process;  or  ~ .  --  - 

rii)  Has  18  montlis  of  experience  in 
nursing  care  of  the  patient  on  mainte¬ 
nance  dialysis,  or  in  nursing  care  of  the 
patient  with  a  kidney  transplant,  includ¬ 
ing  training  in  and  experience  with  the 
dialysis  process. 

(iii>  If  the  nurse  responsible  for  nurs¬ 
ing  service  (qualified)  is  in  charge  of 
self-care  dialysis  training,  at  least  3 
months  of  toe  total  required  ESRD  ex¬ 
perience  is  in  training  patients  in  self- 
care.  . _ 

(5)  [Physicfan- Director  ( Qualified )  .  \ 
physiclarTTsee  section  1861  (r)  Cl)  of  toe 
Act)  who: 

(i)  Is  board  eligible  or  board  certified 
in  internal  medicine  or  pediatrics  by  a 
professional  board,  and  has  had  at  least 
12  months  of  experience  or  training  in 
toe  care  of  patients  at  ESRD  facilities;  or 

(ii)  During  the  5-year  period  prior 
to  the  effective  date  of  these  regulations, 
served  for  at  least  12  months  as  director 
of  a  dialysis  or  transplantation  program. 

(iii>  In  those  areas  where  a  qualified 
physician  is  not  available  to  direct  a  par¬ 
ticipating  dialysis  facility,  another  phys¬ 
ician  (see  section  1861  (r)  (1)  of  the  Act) 
may  "direct  the 'facility,  subject  to  the 
approval  Of  the  Ser.rpt-nry, _ _  , 

(6)  Social  Worker  (Qualified) .  A  per¬ 
son  wlio  is  licensed,  if  applicable,  by  the 
State  in  which  practicing,  and 

(i)  Has  completed  a  course  of  study 
with  specialization  in  clinical  practice  at, 
and  holds  a  masters  degree  from,  a  grad¬ 
uate  school  of  social  work  accredited  by 
the  Council  on  Social  Work  Education- 
or 

(ii)  Has  served  for  at  least  2  years  as 

a  social  worker,  1  year  of  which  was  in 
a  dialysis  unit  or  transplantation  pro¬ 
gram  prior  to  the  effective  date  of  these 
regulations,  and  has  established  a  con¬ 
sultative  relationship  with  a  social 
worker  who  qualifies  under  item  (6)  (i) 
of  thisjiecUGn _ _ 

<7^  Transplantaridh~Surgedri~ (Quali- 
Jiedu  IWpCTson  vvhcn - 

(i)  Is  board  eligible  or  board  certified 
in  general-surgery  or  urology  by  a  profes¬ 
sional  board;  and 

-Titr-Has~at-least  12  months  training 
or  experience  !!!  the  performance  of  renal 
transplantation  anddhe  care  of" patients 
with  renal  transplants: - - - - — 

§  405.2110  Designation  of  ESRD  net¬ 
work  areas. 

(a)  The._Secretary  designates  ESRD 
network  areas,  each  serving  a  minimum 
population  base  of  3.5  million  and  each 
-tnciuding-at  least  two  renal  transplant 
centers,  and  is  publishing  notice  thereof 
as  an  appendix  to  this  subpart.  The 
Secretary’  may  designate  network  areas 
of  less  than  3.5  million  population  or  a 
single  renal  ,  transplant  center  when 
necessary  for  toe  achievement  of  toe 
ESRD  program  objectives  (see  i  405.- 
2101). 
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y A  network  area  may  cross  State 
and  HEW  Regional  boundaries  and,  to 
the~~gre&test  extent  practicable,  will  be 
coterminous  with  Health  Service  Areas 
and  PSRO  areas.  The_ designation  of 
networkareas  does  not  'imply  that  the 
design  of 'the- areas  will  remain  static. 
Network  areas  may  be  changed  from 
time  to  time  by  publication  of  amend¬ 
ments  to  these  regulations  so  that  the 
designations  are, in  accordance  with  pro¬ 
gram  experience  and  changing  needs. 

(c)  Network  areas  are  designated  for 
the  purpose  of  geographically  describing 
the  location  of  groups  of  ESRD  facilities 
which  share  a  collective  responsibility  to 
provide  access  to  the  various  levels  and 
treatment  modalities  of  ESRD  care.  The 
designation  of  network  areas  does  not  re¬ 
quire  a  patient  to  seek  access  to  care  only 
through*  tlre~TacllitIes~Tfr  the "designated 
•  network  area  in  which  the  patient  re¬ 
sides,  nor  does  the  designation  of  net- 
work  areas  preclude  patient  choice  _of 
physicians  or  facilities  or  patient  re¬ 
ferral  by  physicians  to  a  facility  in 
another  designated  network  area. 

§  405.2111  Designation  of  network  co¬ 
ordinating  councils. 

—fa)  With  respect  to  each  designated 
:  network  area,  the  Secretary- will,  .after, 
he  determines  that  the  criteria  listed 
below  are  met,  designate  a  network  co¬ 
ordinating  council.  The  criteria  are: 

(l),_Each_  certified  ESRD  facility  in 
the  designated  network  area  has  been 
requested  to  furnish  a  network  coordi- 
•nating’‘~coTnrcll'  designated  representa¬ 
tive  from  one  of  the  categories  listed  in 
paragraph' fa)  (3)  of  this  section. 

>-f"(2>  At  least  75  percent  of  the  certified 
ESRD  facilities  in.  the  network  area  have 
furnished  a  designated  representative  to 
thfe  network  coordinating"  council.  ' 

"  (3>  If  notincludedTn  such  repre- 
■  sentativesT  the  council  has~appotnted  the 
follow'uf g'members'from_  within  the  net¬ 
work"  **  ‘ 

Cl)  ^Transplant  surgeon  (see  §  405.2102 
(r>  (7)V.“ 

(il)  Internist-nephrologist.  1 
(ill)  '  Pediatrician  (pediatric  nephrol¬ 
ogist,  when  available)—’ 

(ivy~?)hlef~"  executive  “~ofQcer  of  an 
ESRD.facilTfyTsee  §  405.2102(r>  (I) ) 7  “ 
"(vT‘ Qualified  dietitian  (see  §  405.2102 
(r)(2f).  —  s-  "  ‘ 

(vl) » Qualified  nurse  (see  §  405.2102 

(r)  (4)  Yr - - - * 

<vll)  v  Qualified—  social  worker  (see 
}  405.2102 (r)  (6)). 

(vlii)  vDIalysis  technician. 

(ix)  'fhrdd  informed  consumers,. 

(x)  \Dlrector„x>l_a_h  is  tpcpmpatibillty. 
testingiaboratorv,  when  available  (see 
§  405.13 14(brC13T)“ 

,.(xl)  (Representative  of  an  organ  pro- 
curement  agency,  when  available. 

“(b)  Initial  functions  of  a  network  co¬ 
ordinating  council.  The  initial  functions 
of  a  network  coordinating  council  In¬ 
clude  at  least  the  following: 

(1)  If  composed  of  more  than  20  per- 
/  rtSons,  appoints  an  executive  committee 
j  of  20  or  less  persons  wliich  carries  out 
the  activities  of  the  council  between 
meetings  of  the  council. 
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(2)  ^Elects  an_executive  committee  in 
each  succeeding  year,  which  is  repre¬ 
sentative  of  the  constituency  of  the  net- 

/  work  and  consists  of  at  least  25  percent 
nonphysicians. 

(3)  Provides  a  plan  for  establishing 
working  relationships  with:  (i)  contig¬ 
uous  ESRD  network  coordinating  coun¬ 
cils;  <ii)  established  Professional  Stand¬ 
ards  Review  Organizations  (PSROs) 
established  under  Part  B  of  title  XI  of 
the  Social  Security  Act;  and.  (iff) 
Health  Systems  Agencies  (HSAs)  and 
State  Health  Coordinating  Councils 
tSHCCs)  established  pursuant  to  the 

•Public  Health  Service  Act  as  amended 
by  the  National  Health  Planning  Re¬ 
sources  and  Development  Act  of  1974, 
P-Li.  93-641,  which  have  designated  areas 
that  are  wholly  or  in  part  included  in 
the  ESRD  network  area. 

(4)  Provides  a  listing  of  the  net¬ 
work’s  component  facilities,  the  name(s) 
of  the  facility  representative  (s)  to  the 
council  and  the  disciplines  they  repre¬ 
sent,  ihe  name(s)  of  council  member(s) 
other  than  those  representing  facilities 
and  the  membership  category  they  rep¬ 
resent,  the  ESRD  services  each  facility 
provides,  and  a  quantitative  estimate  of 
each  facility’s  capacity  to  deliver  each 
service. 

(5)  Provides  signed  agreements  be¬ 
tween  ifseIf“aricT  each*  member  facility 
concerning  the  latter’s  willingness  to 
participate  in  council  activities. 

(6)  Appoints  a  medical  review  board 
(see  §  405.2113). 

(7)  Describes  a  mechanism  for  the  de- 
velopmentmf -procedures  for  the  review 
of  ESRD  care  (including  a  mechanism 
for  the  development  of  criteria  and 
standards)  under  which  an  established 
medical  review  board  can  operate.  - 

(8)  Provides  ‘  information  "Concerning 
the  current  and  projected  need  for  ESRD 
sendees  within  the  network  area  to  as¬ 
sist  the  Secretary  in  making  determi¬ 
nations  concerning  the  certification  of 
ESRD  facilities  within  the  network  area. 

(9)  .DfiY.elpps_.nat work  rules  of  gov¬ 
ernance  including  but  not  limited  to  the 
frequency  and' type  of  meetings  of  "the 
network  "coord  mating  council;  and  the 
medical  review  board,  the  executive  com¬ 
mittee.  quorum  of  these  meetings,  etc. 

§  405.2112  Designation  of  ESRD  net¬ 
works. 

An  ESRD  network  exists  when  the 
member  facilities  collectively  furnish  the 
full  spectrum  of  ESRD  care  and  a  desig¬ 
nated  network  coordinating  council  has 
begun  to  function.  Within  6  months  fol¬ 
lowing  the  effective  date  of  these  regu¬ 
lations,  the  Secretary  will  determine 
whether  the  requirements  for  designa¬ 
tion  of  an  ESRD  network  are  met. 

(a)  Criteria  for  the  designation  of  an 
ESRD  network!  ' 

.t/rtT)  Each  certified  ESRD  facility  in 
‘•/the  designated  area.'' must  beiiermltted 
to~ToIfTThe  network!- 

(2)  The  ESRD  facllitifis.mu$t, execute 
a  membership  agreement  with  the.  Pfit- 
work  coordinating  council 
*'\  (3 ) "Cdllectxveiyrthfi  member  facilities 
.must  include  the  capability 'for: 
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(i>  Kidney  transplantation. 

(ii)  Inpatient  dialysis. 

(iii>  Chronic  maintenance  dialysis. 

(iv>  SelDca re  dialysis  training." 

(v)  Support,  services  for_patients  di- 
alyzirig.themselves-at  home. 

(vi)  Organ  (kidney)  procurement. 

(vii>  Histocompatibility  testing. 

(4)  A“ctesignated  network  coordinat¬ 
ing  council  has  been  formed  and  has 
begun  to  function. 

(5>  The  council  has  established  a  med¬ 
ical  review  boar d~whicli  “has  begun  to 
function  to  assure,  through  the  appli- 
cauon"or“3altable— proeedures-of-  health 
caT<r'revt<rw,rth at  the 'services '  f  or  which 
payment  may  be'  made  hinder  the  Social 

Security  Act _ conform  to  appropriate 

standards. .for  Hie'  provision “df'  health 
care. 

jV  (6)  The  council  has  established  proce¬ 
dures  for  util  Izlnginformation  available 
"from  the  national  ESRD  medical  infor¬ 
mation  system,  and  has  begun  to"Imple- 
m  eh  tithe  procedures . 

CD  The  council  has  established  work¬ 
ing  relationships  with  each  PSRO.  and 
with  each~deslfnated  HSA~and  SHCC  in 
the  networx  ~areaT~and~with  contiguous 
network  coordinating  councils. 

'Tb’Tm g o vtig  fu net To il sT> Tlhe  network 
coordinating  council  in  an  approved 
ESRD  -networkr.Tl^e  ongoing  functions  of 
the  network  coordinating  council  are 
performed  by  the  council  or  the  council’s 
executive  committee.  The  _network  co¬ 
ordinating'  council  performs"  the  follow- 
ifigon  going  functions : 

-  HT  Develops  a  written  plan,  updated 
annuallyrwhtch-eontains  a-  statement  of  ’  'j 
the  nelivofk ' obTe"ctTvTesra~meihod  for  at¬ 
taining  the  network  obi  ec  tivesV  and  ado-  • 
scription  of  the  mechanisms  to  be  used  \ 
i or  e vmTmi tgolOif  hrogfesrt  toward  meet-  1 
~ing  rthe_ngrivnrk  nhgc c rivesi  " 

(2>r  Submits,  to  the  Secretary  .within  2 
months_after  each  calendar  year  an  an-  _ 
nual  report  which  contains  the  follow  I 
mg  information : 

(I>  TTuT'ESRD  services  that  each  fa¬ 
cility  in  the  network  provides; 

(ii)  Ah’ quantitative  estimate  of  each  ") 
facility's  capacity  to  deliver  each  serv-  j 
ice;  1 

(iil)  ’The  anticipated  utilization  ratals f' 
for  each  E Srd^s e rvic elirr. ea chi  fire i  1  i  t. 7  , 

period; — - 

(iv)  A  statement  describhig  reasons 
for  thff-pai Helps tion'or an  .ESRD  "fgcil- 
Ity- :epor£mg“utiiization  rates  which  do 
“TioiLsatisfy'fhe'standardls )"  for  uncondi¬ 
tional  statusrtsee  §  405.2130) ;  and 
(Vf- An -overview  report  on  tiie  medical 
review  activities  undertaken  in  the  net¬ 
work  during  the  previous  year. 

(3)  Confers  with  its  component  ESRD 
facilities  to  assist  each  with  the  formu¬ 
lation  of  data  for  the  annual  report. 

(4)  Monitors  the  functions  of  themed- 
leal  TSTtewTroarcTand ^provides ,jf oil  tho 
updating  as  heeded  of  procedures  for  re- 
View.mcTiiatng^crlterla"and  standards-.  — 

•  "T5)  Makes  recommendations  to  mem¬ 
ber  facilities  as  needed  to  achieve  the 
objectives  of  the  network. 

(6)  Continues  its  working  relation¬ 
ships  with  each  PSRO  designated  in  the 


,t 
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nwork  area  with  respect  to  the  estab- 
liiment  of  standards  and  criteria  and 
t>  procedures  for  medical  review. 

;7)  Continues  its  working  relation- 
5  pslwjlEUesTtaiated  HSAs  and  SHCCs 
d'the  network  area,  assuring  working 
rationships  with  respectTo  information 
deeming  current  and  projected  needs 
l  jESRDjservic  es~w  I  th  injthe  jne  twork 
m. 

8)  Furnishes  consultation,  as.  re- 


5)  or  the  appropriate  PSRO  where  it 
a;  assumed  these  review' functions,  co’n- 
•jn'ing  thhmedical  necessity  bf  services. 

fiary  concerning  current  and  projected 
ilization  of  network  member  facilities. 

10)  Establishes  mechanisms  to  man- 
1, ;  the  administrative  aspects  of  its  ac- 
j.ties. 

11)  Establishes  mechanisms  to  man- 
t:  the  fiscal  aspects  of  its  activities. 

505.2113  Medical  review  board. 

а)  The  medical  review  board  consists 
>:a  HaxThram~of “seven  members.  The 
ithbers  fwith’a  designated  alternate  for 
>ih)  are  appointed  by_  thejnetwork jeo- 
nnatingcouncil.  The  medical  review 
t rdconslsTs  of  the  following  members: 
'  1 )  Anlintpmls  th  .a  ctly ely_  engaged-in 
iBDLCare; 

2)  A_qualified  transplantation  surgeon 
t  iveljT gifgngedhrESRDcaTC; 
37~~A~~quaiifieg~Tiurse  responsible  for 
i -sing-service";  - 

4)  A  qualified  social  worker; 

5)  One  to- three”' additional  physi- 
:: msl^actlvely ‘engaged  irr  ESRD.  care, 
iangjarea  where” specialized  care  (e.g:, 
iillatrlc  "carel  is  re'gulariy  being  re- 
rwed,  one  of  the  adriitionarphysicians 

s jspecialUt  in  that  area  of  careTand 

б)  In  addition,  there  are  available  to 
I  medical  review  board  consultants  in 
ilHalfy  areas'as'needed. 

fcb)  No  person  serving"  on  the  medical 
i iew^fiTiarPmns  vgyfcv.'  lespopSTbiTity 
'(  a  case  in  which~he  lias,  or  hnd~hiv 

i 


ic)  No  person  serving  on  the  medical 
<iew"  board  with  a  financiaPintefest, 
tSCthrtndirect, as  defined  in  §  1155(a). 
iTBYof  the.  Act,  in"  a  -facility— that 
jnishes^  ESRD  services  may  review7  the 
iRD  services  of  that  facility.  : 
l  d)  Themedical  review  board  performs 
1 !  Tqlldwlng  J unction si:XD“Dnveinps  a 

is  of  theL  .patient  dong- term-program 
i  405J2137 <a) )  in  assessing  the  appro- 
)iateness_of-patlents-fQr_the  proposed 
-:atment  procedures; 

•  ^""Reviews  and  coordinates  the  eval- 
ation  of  comparative  performance  of 
unities  and  physicians  based  on  ag¬ 
itate  data  concerning  patterns  of  care 
i  relation  to  both  normative  data  from 
h  medical  Information  system  and  cri- 
ria  and  standards  developed  by  thenet- 
?rk  for  at  least  the  following  areas  of 
edent  care;  appropriateness  of  patients 
f“  the  proposed  treatment  procedures, 
ortality,  and  morbidity.  This  review  in¬ 
kles  both  physician  and  nonphysician 
rlonnance; 


1  *3)  Jn  concurrence  with  the  network 

cpardinating  council,  coordinates  die  per¬ 
formance  oi  medical  care~evaTuation 
studies- wTthhTnhej  netv.-ork,;  with  each 
ESRD~f acuity  participating  Jn  at.  least 
one  but  "usually  more  than  one  medical 
care  evaluation  study  per  year.  The  medi¬ 
cal  review  hoard  assures  that  the  follov- 
,  Trig  tasks'  are-performed-for  each  medical 
i  c'sre  evaluation  snidyijselcctlon  and.de- 
i  sigji_of  the  study,  setting . criteria  ..and 
1  standards,  data  collection  jmd  .display, 
i  interpretation  and'  analysis_of_the  find- 
Jjngs,  institution  of  corrective  action,  "and 
hepeUoimance  of  any_stndy.  which- indi¬ 
cates  a  problem;  and 

As  necessary,  performs  or  dele¬ 
gates  the  performance  of  other  indepth 
studies  based  upon  information  emanat¬ 
ing  from  paragraphs  (d>  (1)  and  (d)  (2) 
of  this  section,  the  medical  information 
system,  or  a  perceived  need.  This  includes 
the  coordination  and  evaluation  of  indi¬ 
vidual  patient  data  as  necessary  for  at 
least  the  following  areas  of  patient  care: 
appropriateness  of  patients  for  the  pro¬ 
posed  treatment  procedures,  mortality, 
and  morbidity.  This  review  includes  both 
physician  and  nonphysician  perform¬ 
ance. 

(e)  On  the  basis  of  its  reviews  under 
paragraph  (d)  of  this  section,  the  medi¬ 
cal  review  board  provides,  to  facilities  in 
the  netw'ork  and  to  physicians,  written 
recommendations  for  improvements  in 
the  ESRD  care  of  individual  patients  Qr 
groups  of  patients  (or  both) .  If  there  arF1 
facilities  in  the  network,  or  physicians,  I 
that  continue  to  deliver  care  which  the 
medical  review  board  considers  inappro¬ 
priate  or  of  substandard  quality,  the 
medical  review  board  provides  all  facts; 
concerning  this  care  to  the  council  aQd\ 
to  the  Secretary. 

(f>  The  medical  review  board,  from 
time  to  time  but  not  less  than  annually, 
submits  to  the  council  and  to  the  Secre¬ 
tary  a  report  on  its  activities,  which  in¬ 
cludes  the  following: 

(1)  The  plan  of  the  board  for  con¬ 
ducting  review  activities  including  the 
process  and  scheduling  of  reviews  and 
studies,  and  the  process  of  information 
exchange  between  the  board,  the  council, 
and  the  facilities  whhin  the  network: 

(2)  Findings  of  its  reviews  and  stud¬ 
ies;  and 

(3)  Recommendations  with  respect  to 
the  more  effective  accomplishment  of  the 
purposes  and  objectives  of  the  board. 

§  103.21 14-  Relationship  of  ESRD  net- 
works  to Tiea i ill  care  reVTow  orgailiza- 
tiops_aml_lQ_J >cajtli_  service  planning 
organizations. 

•'p  (a)  .The  network  coordinating_council 
aevelops~written  workIng-af?ahgements 
with  Health  Systems  A gehcles  a'ncTState 
'Health^corcThianng  Councils  whose.des- 
jgnated  planning  area  Is  wholly  orjn  part 
inch'd ed  in,  the  ESRD.  network  area  .to 
assure  that  these  organizations  receive 


appropriate  professional  advice  concern¬ 
ing  the  need  for  ESRD  facilities- and 
services.  These  written  arrangements  de¬ 
scribe  the  procedure csj  by  which. the 
council  Integrates  its  planning,  responsi- 


bilitv  with  the  planning  responsibilities 
nTThe  Health .  Systems  Agencies  and  "the 

State _ Health  Coordinating  Councils. 

With  regarcPEb ^continued  planning  aa-*^ 

cil  accepts  planning  responsibility  as 
vt  quested”  15  y~Tti  e"  Heal  th  Systems ,  Agen- 
c lcPamOIir...  S ta  te.ileaith.  Coar di natmg 
Councils.  , 

(b)  Tiie  medicnLreview  board  develops 
writterh  arrangements  with  PSROs  es- 
tablished  under  Part  B  of  title  XI  of  this. 
AcP whose  designated  area  is  jwholly  or 
itOhii_incitlcied  Jmthe.ESED  network- 
area  to  assure  that  these  organizations 
receive  appropriate"- proiessfonaT~~advicg 
"concerning  the  quaIIty-6xr'med!caT-serv- 
ices  req  mr  ccTbwand  "given  to  ESRD  pa¬ 
tients.  ijrhese  writ  tenia  rf.an  geme  fits  de¬ 
scribe  the  procedures  by  which  fTie  medi¬ 
cal  review  board  well _ integrate.. —its 

medical  review  responsibility  with  the 
mectlfal  j^rfewJjjesDdhrfbilily- "of  .the  , 
PSRO 5.  These  arrangement^  are  jie-T. 
signed  so  as"to" avoid, " to'tlie" maximum 
extent  possible,  the  duplication  of  activ¬ 
ities,  and' become  effective  only  after  the 
approval"  of  "the  Secretary.  With  regard 
to  continued  medical  review  assistance, 
th§  -medical  review  beard  will  accent-je.- 
vlew  'responsibility  "aPrequested- hy_th e 
PSR,Os. 

§  405.2120  JLinimal  utilization  rates: 
general. 

Section  226(g)  of  the  Social  Security 
A c t  hf 2  0 . )  authonzes- fih e 
SATgtary  to  ”"l:nnt  rel mbursemerit  for 
.  ESRD  care  to  those  facilities  which  meet 
s_uch  requirements  as  the  Secretary  may 
Tire"  e  Y !  ft  eg '  1  h  C !  U  clilihrih  rhTrhrTT” uf  li  i  ration 
rates  for  covered  procedure37TTIe~mihR 
'mal  utihzatimrrtRpR~whRTr"a”fe~ex5Iained  ^ 
and  specified  in  §§  405.2121-405,2130,  '| 
pertain  To"  dialyses  ancRransplantatior.s .-i 
These  utilization  rates~may  be  changed 
from  time  to  time  in  accordance  with 
program  experience,  and  such  changes 
will  be  published  as  amendments  to 
these  regulations. 

§  405.2121  Casis  for  determining  min¬ 
imal  utilization  rates. 

In  developing  minimal  utilization 
rate5rTHg~Sgcfetar7  t.tkc5~n'ito,Trcghvmt 
'the  performance  of  ESRD  facilities,  the 
availability  of  care,  the  quality  of  care, 
and  the  "efficient  utilization  of  equipment 
ancTJ3'eTsonnelrbased_on“tnerroTIowing 
evidence: 

(a)  Information  obtained  from  th^ 
Network”  Coordinating  Council  (see 
r405.2ll2Tb)  (2) )  and  "other  sdijrc es 
covering  current  r^tFVWTrnrijl.iwhtJhn-  in 
ESRD  facilities ; 

(b)  Information _ cn  the  ceosTanhic 

distribution  of  ESRD  patients  ancTTairni- 
tfes; 

(c)  Information  on  quality  of  care: 

and  *”'■  _ 

(d)  Information  on  operational  and 
management  efficiency^ 

§  405.2122  Types  and  duration  of  classi¬ 
fication  according  to  utilization  rates. 

An  ESRD  facility  which  meets  ail  the 
other  conditions  fo  rcoverage  of  ESRD 
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services  will  be  classified  according  to  its 
utilization  rate(s)  as  follows:  uncondi¬ 
tional  status,  conditional  status,  excep¬ 
tion  status,  or  not  eligible  for  reimburse¬ 
ment  for  that  ESRD  service.  Such  classi¬ 
fication  will  be  based  on  previously  re¬ 
ported  utilization  data  (see  §  405.2124) 
and  will  be  effective  until  notification  of 
subsequent  classification  occurs. 

(a)  Unconditional  status:  Unrondi- 
tional  ^status  will  be  granted  to  those 


calculated  in  3  405.2124) 


rate  ( as 
meets  the_xates 


Tor  unconditionaLalalusTSuch  classifica¬ 
tion will  continue  until  subsequent, iv.cai- 
culated  statistics  or  amended  minimal 
Utilization  require  a  change. 

• — HD  Conditional  status :  Conditional 
status  will  be  granted! 

(i)  To  an  ESRD  facility  whose  utiliza- 
tion  rafe  meets  tlielnininTcnTiRFTcFcon - 
ditional  status  in  §  405.2130:  and 
r'  (ii)  To  an  ESRD  facility  which 


_  has 

'' not_previously  participated  in  the  ESRD 
program  provided  that  the  ESRPTacilltv 
Submits  a  written  plan  which  details  how 

it  wall  achieve  conditional  utilization 

rates  by  the  conclusion  nf  t.he-ih-sg^aien- 
dar~year  of  its  operation  under  the  pro^~~ 
gram  and  unconditional. ntilizat. ion  roles 
during  the  third  calendar  veer  nf  imam.. 
fion  under  the  program.  Such  an  ESRD 
facility  will  be  subjecttoevaluation  of 

lts"cIassification  after  the  close  nf  its 

first  calendar  year  to  ascertain  whether 
the  written  plan  is  being  proparlv 
Implemented. 

‘TcT'Exceptlon  stains:  A  renal  dialysis 
center  or  a  renal  dialysis  facility  meet¬ 
ing  neither  the  unconditional  nor  condi¬ 
tional  minimal  utilization  rate  classifica¬ 
tion  but  meeting  all  other  conditions  for 
coverage  under  this  subpart  may  be  ag- 
proved  for  a  time  limited  excrrjytion  status 
by  llre~S?'Cretary  providing  the  iacility^js 
located  in  an  area  lacluhg  a  sufficient 

population  base  of  support  in  addition  to 

.  ipsufncTeinrmunbfrrr of  patients  to  meet 
therate  aiid~ttrrr~fTrcllIty 's  absence^vvould 
adversely  affect  tile  J-a.r.huiv.cme.nt— nf 
Ei51SD~prograjn  objectives. 

§  405.2123  Reporting  of  utilization  rates 
for  initial  classification. 

fa)  Within  3  months  after  the  effective 
date  of  this  subparh~each~~facilitv  fur- 
"nishing  ESRD  services  under  the  Interim 
ESRD  regulations  or  a  new  applicant 
facility'  will  submit  to  the  Secretary  a 
report  on  its  utilization  rates  which  will 
Include  the  following: 

(1)  Each  hospital  furnishing  renal 

the  number  of  'transplants  performed 
dMingJ:he-inPsLX£dent-yea  r-of-opexaiion 
ajfd  the  number-jerlormed  during_each 
of  the  preceding  2  calendars  ears. 
■'T25^achjnd5mtal  or  nonhospital-ia- 
Cllity  furnishing  dialysis  service-wiU-pe- 
Lfort~tfie  number  of  biolysis  st-_.oi.inns  it 


operation  during  the  reporting  period 
wUT  oC  fncIUdedrSelf^care  dialysis  train  - 
In  "  _s  tatlolis^y.’h i c er  eTu til Iz e d  to  suc¬ 
cessfully^  train  at  least  six  self  dialysis 
patients  per  station~per  calendar  year 
wiIT~be  reported  but  may  be  excluded 
from  the  calculation  oi  Utff.zatTdh'rates. 
'The—  din  tvs  QTmed~o  n~~an  y^sur  h 

self-care  dialysis  framing  stations  wil] 
also  be  excluded"- m  the  calculation  of 
Tacility  utilization  rates. 

§  105.2124  Calculation  of  utilization 
rates  for  comparison  with  minimal 
utilization  rate(s)  and  notification  of 
status. 

For  purposes  of  classification  the  Sec¬ 
retary  will  use  eitlier  the  utilization  rate 
for  the  preceding  12  months  or  the  avgrr 
age  utilization  rote  nr  riifw-pypceiirn?  2 

calendar  years,  whichever  is  higher.  The 
Secretary  will  inform  each  ESRD  facility 

and  the  network  coordinating  council  of 

the  network:  arm  in  whirli^Jxp_-uskR.r> 

facility  is  located  of  the  results  of.  this 
riassmcatlon: - - 


(b)  For  the  purposes  of  this  report,  all 
dialyse  Lh£rfmmfed-~tPbtTrlnpatient  and 
outpatient)  and  all  dialysis  stations  in 


;3  105.2130  Condition:  Minimal  utilizu. 
lion  rates. 

The  ESRD  facility  meets  the  applicable 
minimal  utilization  rate(s)  indicated 
below  for  unconditional  or  conditional 
status,  unless  granted  exception  status 
in  accordance  with  §  405.2122(c)  :  ■ 

(a)  Standard:  Renal  Transplantation 
Center. 

n ) '  Unconditional  status:  15  or  more 
transplants  performed  annually! 

*(2)  ConditionaFsTatus:  v  to"  14  trans- 
plants'  performed  annually! 

T5I  ! Standard :  Dialysis  facilities  or 
centers  'performing  greaTeVTTian  20  per- 

Cent  of  their  dialyses  on  outpaJients. 

*  u)  for  any  facility  located  within  a 
standard  metropolitan  statistical  area  of 
rSDOxiQi?, population  or  greater: 

(1)  Unconditional  status — 6  or  more 
dialysis'~~kt3tiom- -  with  pei'farmance~-o7f 
an  average  oi  4.5  or  more  dialyses  per 

station  per  week; 

(ii)  Conditional  status — 6  or  more 
dialysis  stations- with  performance  7vrn,n 
average  uf  between  4.0  anti  4.5  dialyses 
par  sKrtton  pel*  "Week:  or  4  or  5~d ialysii 

stations  with  performance  of  aTT average 

nf  4.5  or  more  dialyses  per  station  per 

*  week.  " 

(2)  For  any  facility  located  In  a 
standard  metropolitan  statistical  area  of 
j£SS_J thanljWjDOO I  population,  or  in  an 
area  not  incIudecT* 1 2  in  a  standard  metro¬ 
politan  statistical  area: 

(1)  Unconditional  status — 3  or  more 
dialysis  stations  'with  p'£i,funiiuncB““bf 
■all  average  of  4.0  or  nTore  CTTaTy.sp.s  per 
station  per  week; 

’HD  Conditional  status — 2  dialysis 
stations^!  h-performancemfnTTTrtn  rage 
of  4.0  or.  more  dialvses  per  station  per 
week. 

t c)  Standard:  Renal  dialysis  centers 
perforating  20  percent~or  less  of  Jlieir 
dMUysns  cm.  cniTpatianls :  (1)  Uncondl- 
t lonal  status — 3  or  more  dialysis  station s 

with  performance  of  an  average  of  4.0 
or  more  dialyses  per  station  per  week: 

(2)  Conditional  status — 2  dialysis  sta¬ 


tions  with  performance  of  an  average  of 
4.0  ^IrTrrdi'FTTInT.y.scs  Rcrstal-Ionpcrwppk. 

§  405.2131  Condition:  Provider  status: 
renal  trail. plantation  center  or  renal 
dialysis  center. 

A  renal  transplantation  center  or_a 
renal  dialysis  center  (3  405.2102(e)  (1) 
or  (2>)  operated-  by—ji  'hospital  may 
qualify  for  approval"  and  be  "reimbursed 
under  th£  ERRr)_proornin_pnly~~ ifj the 
hospital  is  .otherwise  an  approved  pro- 
vtffeTm  the  Medico  r<rprpgrarrt~ 

§  105.2132  Condition:  fulfillment  of 
se rvicc  ncfrtls  in  network! 

The  ESRD  facility,  or  an  expansion  of 
the  renal  dialysis  center  or  facility's 
capacity's  ne~edeJ  to  Increase  the  avail¬ 
able  ESRD  services  which  would  other¬ 
wise  be  inadequate  for  the  network  area. 
The  facility  furnishes  evidence  in  sup¬ 
port  of  its  request  for  approval  showing 
that: 

(£>  There  are_ESRD  patients  ln_  the 
network  area  for  whom  The"- proposed 
defwlces  of  the  facility  are  needed: 

(b)  These  patients  cannot  be  expected 
to  receive  appropriate  therapy  from 
ahother  ESRD  treatmeirTfacillfy  in  "PI  e 


(c)  Tiie  facility  is  qualified  fr>  furnish 
the  prdnosed  services. 

§  405.2133  Condition:  furnishing  data 
and  information  for  ESRD  program 
administration. 

The  ESRD  facility. _ laboratory  per¬ 

forming  hLstocdmpatibility-Tesfing.  and 
organ  procurement  agency  fnnrtgires 
data  and  information  in  the  manner  and 
at  the  Intervals  specified~by  the  Sec  re - 
ta ry.  pertaini ng  to"  its  ESRD  pa  t  ienFcar  e 
actmtlei~and  costs,  for  inciusion  m  a 
national  ESRD  medical  information  sys¬ 
tem  ancTTn  compilations  relevant  to  pro- 
gram~ad  m  inIa5atIdn^dxicluduig„dMai.s 
processing  and  reimbursement.  Such  in¬ 
formation  is  treaTetrasTonfidenflal  when 
it  pertains  to  Individual  patients  and  is 
not  disclosed  except  as  authorized  by  De¬ 
partment  regulations  on  confidentiality 
and  disclosure  (see  45  CFR  Part  5,  5b, 
and  20  CFR  Parts  401  and  422  (Subpart 
E)). 

§  405.2131  Condition:  Membership  in 
a  network. 

Six  months  after  the  effective  date  of 
tlRs  "iubparh  the ~ES RD — f rtcih ty — mus t 
Iiave  executed  a  mem~ber5hlp~agrgetnelifc 
with  an  a pprovecT networiranirnTusT,.  be 

providing  acceptable  representation  to 

tire  NecwonrCDunctT: 


'TeTfsTaTuTcrrtTrmembersliip  agreement. 

The  membership  agreement  is  signed,  by 
an^rnimsnzsini^vfdu aTmThehahof  tit e 

ficipation  in  Council  activities  and  medi- 
cai  canrev5TD5tron~sTucIIesTaee  §~4<J5.211 ! 
(d7(3) ) . 

(b)  Standard:  representation.  Theja-  yj-" 
cilitv  anaoints  at  least  one  representa¬ 
tive  to  the  Coun c ii  and  mofe~than  on e 
representative,  when  necessary,  (3  405.- 
.2111),  for  proper  aclministrqjjon _  of 
the  Network’s  general  program 
functions. 
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j  15.2135  Condition ;  compliance  with 
Federal.  ^bTe'aml  loc7rna\v8lanJIrc&-- 
ulalions. 

'he  ESRD  facility  is  in  compliance 
ifO.  applicable  Federal,  State  and  local 
as,  and  regulations. 

.1)  Standard:  licensure.  Where  State 

Unsing  of  ESRUiaciliues,  the  facility 

s 

n  Licensed  pursuant  to  such  law;  or 
ifApprorecT  by  the  agency  of  such 
ate  or  locality  responsible  for  such  li- 
fsing  as  meetmg~Th~e  standards  estab- 
ite3~for~such  licensing. 

‘a)  Standard:  licensure  or  registration 
personnel.  Each  staff  member  isjciir- 
etly  licensed  or  regisfeiecTin"  a'ccord- 
i'ie  with  applicable  law’. 

’j)  Standard:  conformity  with  other 


rules  and  regulations  are  in  wuiting  and 
dated.  The  governing  body  ensures  that 
they  are  operational,  andThafTthey  are 
reviewed  ait  least  annually  and  revised 
nsjeressarv. 

( 1 )  The  objectives  of  the  facility  are 
formulated  in  wiiting  and  clearly  stated 
in  documents  appropriate  lor  distribu¬ 
tion  to  pauents,  facility  personnel,  and 
the  public. 

(2)  A  description  of  the  services  pro- 
videcrETy  the  facility,  together  with  a  cat¬ 
egorical  listing  of  the  types  of  diagnostic 
ahd  therapeutic  procedures  that  may  be 
performed.  is~Tead!Iy~avain^e~updfTTg- 


<4.(3)  Admission  criteria  are  adopted  by 
the  faHhTyrTrrrd~Ti.re  reirdny^vallaBIe  to 
ensure  equitable  access  to  such~service. 

(4)  The  operational  objectives  and  ad¬ 
ministrative  rules  and  feguTaXIo~ns~crf  the 
f ability  are  reviewed  at  least  annua lly 


U licable  laws  and  regulations  pertain- 

n  to  fire  safety,  equipment,  and  other  .  ,  ..  ,  „  . 

trative._g.taff,  meoical  direcron  and,Qther 

- — - - - appropriate  personnel  oithp  fac.iliinyahd 

i  15.2136  Condition:  governing  body  .—are  adopted  when  approved  bv  the  gov- 
and  management.  erhing  body. 


he  ESRD  facility  is  under  the  con-^.  ^  (5) 

that  1 


i~oTan  Identifiable  governing  body,  or 
R  gnafed  persofiiffi — so^fmctionuig. 
r.i  full  legal  authority  and  responsibil- 
t  for  the  governa  nee  and  ope  ration  o  f 
j  facility.  The  governing  .-hods  adopts 
u  1  enforces  rules  and  regulations  rela- 
J:'  to  its  own  governance  and  to  the 
1 ,1th  care  and  safctyhfpafiehts,  toThe 
3] tection  of  the  patients’  personaj  and 
rperty  rights,  and  to  the  general  oper- 
jj  In  of' the 'facility  I  The  gove  rning  body 
i  nyes  and. ac ts . UP&h  reconun e  n  d  a  t  io  ns 
ti;  communications  from  the  Medical 
ftlew  Board  and  the  "Network  CoordJ- 
uing  Coimcil7~T5e  governing"  Body  ap- 
vinTy  g../yHTpf  pypriit.ive  officer  wnn  Is  re- 
itnsible  for  tire  overall  management  of 
fr  facility. 

a)  Standard:  disclosure  of  ownership. 
r.:  ESR.n  facility  supplies  full_£nd 
itiplete  iihonni\tlprLlt<a.th.elSat£_sur- 
rt "agency  (§  405.1902(a))  as  to— the 
ti ThrgjTr~Trreac.h  np.rs.nn  w h.0  has. any 
lict  or  indirect  ownerghlnJndeiest-of 
flier  centum  or  more  in  thnlac.il  Ity-^or 
v )  is  the  owner  (in  whole  or  in  partly  of 
il •  mortgage,  ceed~Cf  trust,  note,  or 
Her  obligation-  secured  < in  whole  or_jn 

?i t)  by  the  facility  or  any  of  the_prnp- 

jj) or  and  director  of  the  corporation,  if 
5  facility  is  organized  as  a  corporation; 
ili(3>  eachTpartner,  if  the  facility  is 

f(jorts_tq  the  State  sj.uweylp.gency_any 

aniracv  of  t.he  information  so  reemired 
fi)e  supplied. 

b)  Standard:  operational  directives. 
Te  operational  objectives  of  the  ESRD 
fiffltyT  'Including  tlre_££S3ces__tf0tL-lt 
p  will c s ,  -  u  r e~esta BlU h e d  by  the  ggyem- 
frbody  and  delineated  in  writing. 

*rhe  governing  body  adopts  effective 
aninistrative  rules  and  regulations 
tit  are  designed  to  safeguard  the  health 
ai  safety  of  patients  and  to  govern  the 
Eieral  operations  of  the  facility,  in  ac- 
c  dance  with  legal  requirements.  Such 


There  is  a  written  requirement 


(disorganizing  and  coordinating  the 
administrative  iuhcfldhs'&r'the  Tacility, 
TedeTe  gatln  g  drrti  errn  s  an  thorn  ed.andes- 
taSngtTtng-formaHneam  uf  accountability 
f or  those  involved  m  patient  caret 
.uni  Authorizing  'expenditures  in  ac¬ 
cordance  with  established  policies  and 
procedures. 

(iv)  Familiarizing  the  staff  with  the 
facility’s  policies,  rules,  and  regulations, 
and  with  applicable  Federal,  State,  and 
local  law’s  and  regulations. 

(v)  Maintaining  and  submitting  such 
records  ahdTeportS7Tnt'Iti'dlng‘  archr ono- 
logical  record  oi  services  provided  to  pa¬ 
’s 


internal  committees  andjpoverning  body, 
the  Medical'RevIew" Board  (§  405.2113), 
or  as  required  by  the  "Secretary':" 

TvTNPar ti cfpatlngTir'th e  development, 
negotiation,  and  implementation  of 
agreements  or  contracts  into  which  the 
facility  may  enter,  including  network 
agreements,  (§  405.2134'',  subject  to  ap¬ 
proval  by  the  governing  body  of  such 
agreements  or  contracts. 

(vii)  Participating  in  the  development 
of  the  "or g a nlz a t i o n aT~plarrrrr d-crrsrrrfn g 
"and  implementation  of 


ommendations  and  communications  from 
the  Medical  Review  Board  and  the  Net¬ 
work  Coordinating  Council  and  appro- 
Hriately  act  on  ~strc2T~ recommendations 
and  communications. 

(c)  rrdmTardr'chief  executive  officer. 
The  governing  body  appoints  a  qualified 
chief  executive  oilicer~\vho,  as  the"  NSRD 
facility's  admmfstratoT  r  is  responsible 
for  the  overall  management  oi  the  la^ 

cifila^EgTor^altheSjialaafiGiguIIBM5 

relative  to  the  level  of  health  care  and 
safety"  oi  patients,  and  to  the  protection 
jof~Ql51f~h&rsohaiyancl  property "  rights ; 
ahB~~5lans.  oruahizes."  and  directs_those 
responsibilities  delegated  to  him  by  the 
governing  body  ."Tii  rough  'meetings  and 
bhnodic  reports!  the  chief  "executive  offi¬ 
cer  maintains  on-going  liaison  among 
the  governing  body,  medical  and  nursing 
personnel,  and  other  professional  and 
supervisory  staff  of  the  facility,  and  acts 
upon  recommendations  made  by  the 
medical  staff,  the  governing  body,  and 
the  Medical  Review  Board.  In  the  ab¬ 
sence  of  the  chief  executive  officer,  a 
qualified  person  is  authorized  in  wrriting 
to  act  on  the  officer’s  behalf. 

(1)  The  governing  body  delineates  in 
writing-The  res ponsloilities  of  tfTg~cTfl£f 
"executive  officer,  and  ensures  that  he/she 
TrarTroin  other  duties  to 


provide  effective  tUfection  and  manage_- 
ment'ol  the" operations  and  fiscaLaHairs 
oftlTe" facility!  — 

*  (2)  The  chief  executive  officer  serves 
on  a  full  - 1  inuTor"  part-  lime  basis!  In  ac- 
Coraance  witii~TTRrsc ope  of  "the  f  a cilfty’s 
operations  ancTadministrative  noe  Is.  and 
devotes  sufficieniTtime  to  the_cpnduei  of 
such  responsibilities". 

-(IT)  T5&Irec.p.onsihihjd£A-of  the,  chief 
executive  officer  include  buthnrnQtlLm- 
ited^I 

-i—  (i)  implementing  the  policies  of  the 
facility  and  coordinating  the  provision 
of  services,  in  accordance  with  delega¬ 
tions  by  the  governing  body. 


an  accounting  and  reporting  sysIemTln- 
rlnding  nnnual~~development  o_f _a_de- 
tailed  budgeta~ry~program,  maintenance 
oYjdscal  records,  and  auarteriv  submis- 
stotT  to  the  governing  body  of  reports 


nues  generated 
through  the  facility’s  operation. 

(viii)  Ensuring  thaFThe"facility  em- 
ploys  t h e~hu rnToer^ T  au alined  Trersunnel 
needed;  that  all  emploj’ees  have  appro- 
priate  oneniation  to  the... facility  and 
their  work  responsibilities  upon  employ- 
mentTand  that  they  have  ail  opportunity 


velopment  activities. 

(d)  Standard:  personnel  policies  and 
vrncedures.  The'govemmg  bodyTthrough 
the  chief  executive  officeiLZ)lffiJi£ICSRP 
facility,  is  responsible  for  maintaining 
and  implementing  written  personnel 
poITcitig  and  prucedures^tHat  support 
souna  patient  care  and  pr qrrTO t (Tir oCd 
personnel  practic~es.  These  policies  ahd, 
procedures  ensure  that: 

(1)  All  members  of  the  facility’s  staff 
are  qualified  to  perform  the  duties  and 
responsibilities  assigned  to  them  and 
meet  such  Federal,  State,  and  local  pro¬ 
fessional  requirements  as  may  apply. 

(2)  A  safe  and  sanitary  environment 
for  patients  and  personnel  exists, _jmd 
reports  of  incidents  ~and~ accidents  to 
patients  and  personnel  are  reviewed  to 
identify  health  and  safety  ~ hazards. 


vided,  and  they  are  referredlainperlQdic 
he&Ith~exa  mi  nations  and  treatments  as 
necessary  or  as  required  by  Federal^. 
gtateT~and  local  laws.  Frocedilrejlare 
established  for  routine  testing  to  ensure 
detection  of  hepatitis  “and  other  infec¬ 
tious  diseases.  -p 

~(3T  lf  the  services  of  trainees  are  utl- 
llzed  'in  providing  EERD~f^rvlces'.  such 
trainees  are  under  the  direct  supervision 

of  qualified  professional  personnel. 
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(4)  Complete  personnel  records  are 
maintained  on  all  personnel.  These-!!!- 
clu^JiesJ^_staTus^^qTtsr_iTsumes-  of 
'tfaining  and  experience.  andjfurrerrtTob 

rfriponsibilitles  and  work  assignments! 

(5)  Personnel  policies  are  written' and 
made  available  to  all  personnel  in  the 
facility.  The  policies  provide  for  an  effec¬ 
tive  mechanism  to  handle  personnel 
grievances. 

**  ‘‘TSlAlLnersonnel  of  the  facility  par¬ 
ticipate  in  educational  programs  on  a 
regu!aTT)'asIsrTfres^rol:rams~coverTini- 
tiftlnrientation.  and_continuing 'inservice 
tfaSfing,  including  procedures  for  infec¬ 
tion  anntrQl^J5I555^^ 
showing  the  content  of  training  sessions 
ftfjrfl.he  attendance  at  such  sessions. 

(7)  ^Personnel  manuals  arS  fnain- 
tained,"^perT0fllcatly  updated,  and  made, 
available  to  all  personnel  involved  in 
patient  care. 

(e)  Standard:  use  of  outside  resources. 
If  the  ESRD  facilitv_jnakes  arrange¬ 
ments  for  the  provision  orgrgirerfflc  serv¬ 
ice  as  authorized  in  this  subpart,  the  re- 
objectives,  and 
mclud- 


sponsibillfiesTTiurctions , 
the  terms  ot  each  aiTOTgement 


Ing  financiaTprovTsIons  aricTcharges,  are 
dellnWir.e7T  in  n.  (i  nr.  Lmi^i,rntfch^d'15!3r| 
authorized  representative  of  the  facility 

and  the  person  or  agency,  pro vidihg~fHe 

-jpervlce.  The  chief  exon i 

utilizing  ont.sirip  rpgmirf  p _ a  ^  a  rinn-ai]±- 

anyassi^s'thht'higTrapprised  of  recom- 
mendations7~pIans"Tor  implementation. 
and  coirttnuiTin  as£5sshaenh— through 
dated,  signed  reports,,  which.are  reta ined 
by  the  chief  executive  officer  for  follow¬ 
up.  action  and  "valuation  of  perform¬ 
ance. 

-~ff)  Standard:  patient  care  policies. 
The  ESRD_Iacllity  has  written  policies, 
a'gproved  by  the  'gove~mlh]r~bbdy.~co'n- 
CBrhing  the  provision-  ot  dialysis^  and_ 
‘Other  E5RD~  services  To~patfenfsT~The 
govemthgTiody  reviews  implementation 
of  policies  periodically  to  ensure  that  the 
fntent  of  the  policies  is  carried  out.  These 
policies  are  developed  by  the  physician 
responsible  for  supervising  and  directing 
the  provision  of  ESRD  services,  or  the 
facility’s  organized  medical  staff  (if  there 
is  one) ,  with  the  advice  of  (and  with  pro¬ 
vision  for  review  of  such  policies  from 
time  to  time,  but  at  least  annually,  by) 
a  group  of  professional  personnel  asso¬ 
ciated  with  the  facility,  including,  but 
not  limited  to,  one  or  more  physicians 
and  one  or  more  registered  nurses  expe¬ 
rienced  in  rendering  ESRD  care. 

(1)  The  patient  carejffjlMea^akgffthe 
following : 

(i)  Scope  of  services  provided  bv  the 
■faciUtyTeither  directly  or  under.arr.ange- 
mentri 

(ii)  Admission  and  discharge  policies 
-(in  relation  to  both  in-facTTlty^cajnimd 
self-care  or  homeucare) . 

(iii)  Medical  supervision  and  physician 
services! 

~HV)  Patient  long  term  programs,  pa¬ 
tient  care  Plans  and  methods  of  imple¬ 
mentation. 

‘  (v)  Care  of  patients  in  medical  and 
other  emergencies. 

(vi)  Pharmaceutical  services. 


(vil)  Medical  records  (including  those 
maintained  in  the  ESRD  facility  and  in 
the  patients’  homes,  to  ensure  continuity 
of  care). 

(viii>  Administrative  records. 

(ix>  Use  and  maintenance  of  the  physi¬ 
cal  plant  and  equipment. 

(x)  Consultant  qualifications,  func¬ 
tions,  and  responsibilities. 

(xi)  Surveillance  of  home  adaptation 
if  the  facility  has  responsibility  for  home 
dialysis  patients. 

( 2 )  The  physician-director  of  the  facil - 
ity  is  designated  in  writing  to  be  respon¬ 
sible  For  the  execution  of  patient  care 
policies.  If  the  responsibility  forday-to- 
ckryTxecution  of  patleiiTccrrcrpblTcTes  has 
been  delegated' by  a  physician  director  to 
a  regi s terecThurse rthe  pHyiiciamdirector 
Provides  riTec!TcaT~Ku!clahce  to  the  nurse 
in  hTc'FnhatJiei's. 

(3>  The  facility  policy  provides  that, 
wh e ndver le a s i STefh ours  fur  Ufafysis-are 
scheduled  for~~p5tlmtr  convenience-and 
thatn arrangements' are  made’ to  accdm- 
mocfa te  J'T.Idpyed^a^rients  Tvho  "wish  to 
~5e~  dialyzed  during  their  non-working 

hours.  ~ 

”TTf  The  governing  body  adopts  policies 
to  "riip^vr-ls  e^idnation  -ot— the 

progress  each  patient  is  making  toward 
the  goals  stated’ in’ the  patient’iTTbhg 
term  program  and  patient’s  care  plan 
(see  §  405.2137(a) ) ,  Such  evalu ationsare. 
carried  out  through  regularly  scheduled 
conferences,  with  participation  by  the 

staff,  involved  in  the  patient's  care. 

(g)  Standard:  medical  supervision  and 
emergency  coverage.  The  governing  body 
of  the  E ERJ3-d I afwffa-e ndrhr-tr ansplaij t 
facility  ensures  that  the  health  care  of 

supervision  of  a  physician  and- thaT  a 
r~  IrT 


Tniergency 


physician  is  avalTaBTe- 
situirtJCTIs:  " 

(rrTlie  physician  responsible  for  the 
patient’s  medical  supervision  evaluates 
the  patient’s  immediate  and  long-term 
needs  and  on  this  basis  prescribes  a 
planned,  regimen  of  care  which  covers 
indicated  dialysis  and  other  ESRD  treat¬ 
ments,  services,  medications,  diet,  spe¬ 
cial  procedures  recommended  for  the 
health  and  safety  of  the  patient,  and 
plans  for  continuing  care  and  discharge. 
Such  plans  are  made  with  input  from 
other  professional  personnel  involved  in 
the  care  of  the  patient. 

(2)  The  governing  body  ensures  that 
there  is'al ways  available  medical  care"  for 
emergencies, ISHTours  a  day,  T~dsys'a 
week.  THereis  posted  at  TTre—Froxsln  g  / 
monitoring  station  a  roster  with  the 
naSTSs  of  the~  physicians  to  be  called, 
when  theymr^rrvadlabie-for-emergencfes. 
andlTSwlhey  c  a  ITT  eTe'a  ch  e  dt 

tn;  stanaara:  meaicdt  staff.  The-gov- 
eming  bodv-of-tha  ESRD-facilitv  desig¬ 
nates  a  qualified  physician  (see  §  405.- 
2rU2(r)  (5)  as  director  of  the  ESRD  serv¬ 
ices;  the  appomimehtTIsTnade  upon  the 
recoI?fihehcra*Tbii~of~tlie‘'TTicl!lty’k~6rgajr- 
nizecTmedical  staff --if,  there Js  one.  The 
goVermngTjodiP  establishes  writtefTpoll- 
c les  regarding  the  developmen t,  heiotia- 

tion,  consummation. _ evaluation,  and 

termination  oTappointments  to  thZ  med¬ 
ical  staff. 


§  405.2137  Condition:  patient  long-term 
program  and  patient  care  plan. 

Each  facility  maintains  for  each 
patient  a  written  long- terhrprrogram- and 
~a~Tmtten  patient  'care  plan  to  _ensure 
that  each  patient  receives  the’  appro- 
prtate  modality- of  care~aiicl  the_ap- 
propriate  care  within  that  modality.  Th.e  “5 
patient,  or  where  appropriate,  parent,  or. 
legal  guardian  is  involved  yiththe  health 
team  in  the  planning  of  care.  A  copy,  of 
the  current!- program  and  plan  .  accom¬ 
pany  the  patient  on  interfacility 
transfer" 

(a)  Standard:  patient  long-term  pro- 
gram  .~T'ie.re7is.a  written-  long -’term.  pro  - 
era in_rj gpies enting  th e ..  s  el ectionZ of _a 
suitable  treatment  modality  (fm,  .dialysis 
oT~traTr^!hKtaUdrD~~ah'd~dialysis  setting 
(e!g„  h o m §7 ~s el f~c a reuioreach- p a t i e h t . 

\  1 )  The  program  is  developed  _by a 
professional  team  which  includes  but  is 
hot~Ttrnltecf 'to" the  physician  director  .of 
the  dialysis .  f a c IITty or  center  where  the 

patient  is  currently  being  treated.  '  a _ 

physician  director  of  a  center  or  facility 
which' offersself-care  dialysis  traliiingjff 
not  available  at  the  location  where  the 
patient  is  being  treated)  ,_.a  transplant 
surgeon,  a  qualified  nurse  responsible  for 
nursing  servicesTa  quallfied  die  ci  tian  ’and 
a  quallfTetrsbcIal  worker: 

TTPThe  program  is  formally  reviewed 
and  revised  in  writing  as  necessary  by  a 
team  which  includes  but  is  not  limited 
to  the  physician  director  of  the  dialysis 
facility  or  center  where  the  patient  is 
presently  being  treated,  in  addition  to 
the  other  personnel  listed  in  paragraph 
(a)  (1)  of  this  section  at  least  every  12 
months  or  more  often  as  indicated  by  the 
patient’s  response  to  treatment  (see 
8  405.2161(b)(1)  and  §  405.2170(a) ) .  , 

(3)  Tha — patient, — parents _ or _ legal  y  v 

gua£diajff_aa_a ppxopri ate,  is  involved  in 
the,  development  of  jthe'  patient’s  long- 
terra~’pFogram .  and__due_consideratiqn  is 
given  to  his  preferences. 

(47— ArcopyRinhtr patient’s  long-term _ 

program  accompanies  the  patient  on 
interfacility  transfer  or  is  sent  within 
1  working  day. 

(b)  Standard:  patient  care  plan. 
There  is  a  written  patient  care  plan  for 
each  patient  ot  an  ESRD  facility  based 
upoifthe  nature  of  the  patientYTilhess, 
therireatment  prescribed, -and  am  assess¬ 
ment  oFTKe  patient’s  needs. 

(1)  TheimaMefifrrcar&-Plan  is  person 
alized  for  the  individual,  reflects  the 
pSycTioIogical,  social,  and  functional 
“ffeeds_pf  Jthe  pat ientyand  indicates  the 
ESRD  and  other  care  required.as-.well  as 
the~individualized  mddmcatipns_in  .ap- 
f>roach  necessary  to  achieveZthe_Iong- 
teYm  andTirdiT^term'  goa  Is . 

(LO  The  plan  Is  developed  by  a  pro- 
fessionaTTriTm  consisting  oiTiTTeast.  the 
physician  responsible  for’The  patient’s 
E SRD  calvy-'H  qualifietrriTirse~respohsibte 
for  nui'smg  services,  a  ~  quIUIfTed  social 
worker,  and^a’qualiffecTdletltian. 

(3)  The  patient,  parent,  or_ legal 
guard! jtrrr-n^-gppTO'prigTerisInvolyed  in 
the^evelopment  of'Th'e'care  plan,  and 
dtw-corrsIderatidn'is”given  fo’Tus  prefer¬ 
ences: - -  ' 


FEDERAL  REGISTER,  VOL.  41,  NO.  108 — THURSDAY,  JUNE  3.  1V76 


h 


s  >18 


RULES  AND  REGULATIONS 


4)  ^Although  rare  is  evaluated  and 
p  lated-continuously,  the  care  plan  is 
viewed  by  the  team  at  least  monthly 
ar  rfevised~as~Trece5saTy  to  ensure  that 
jl  provides  for  the  ongoing- needs  of' the 
pient.  A  coord  matnrhjo.ar'th o  team  is 
pointed  by^the_j3hysiciarL__The  co- 
p  inater  ensures  that  conferences  are 
ctiyenetTfo  review  the  patienTcare  plan, 
i HEat  ch'anges~are  recorded- ana  prog- 
r<>  notes  incorporated  „into_the_pa- 
ti  it’s  record.  7  ~ 

"5r_Tne“T)atieht  care  plan  accom- 
p  \ies~tivg'  ~mtrcnr~  injouintFr-faciiity 
tinsfer  or  is  sent  within  1  working.d&y. 

j  35.2138  Condition:  patients’  rights 
and  responsibilities. 

governing  body  of  the  ESRD  fa- 
;ity  adopts  written  policies  regarding 
ti  rights  and  responsibilities  of  patients 
a  I,  through  the  chief  executive  officer, 
^responsible  for  development  of,  and- 
aierence  to,  procedures  implementing 
51  h  policies.  These  policies_and  proce- 
d:es  are  made  available  to  patients  and 
a  i  guardians,  nextroT’kin,  sponsoring 

|e Eed  pUl'5inmTTo~sTcTToh''2D 5<TT~ of  the 
Silal  Security  Act  and  Subpart  Q  of 
P -f.  404  of  r.itLs— CTTapterTt  an d  to  th e 
pollc.  The  staff  of  the  facility  is  trained 
ai  involved  in  the  execution  of  such 
picies  and  procedures.  The  patients’ 
r  fTtrpoIi Cl e5"5 h d  procedures  ensure  at 
Ust  the  following: 

a)  Standard:  informed  patients.  All 
ilents  in  the  facility: 

1)  Art*  fully  informed  of  these  rights 
al  responsibilities.  and  of  a”  rules,  and 
filiations  governing  patient— conduct 
ai  responsibillfies, 

^(2)  Are  fully  informed  of  services 
aiilaole.  in  the  facility  and  of  related 


~SArv- 


c.irges  including  any  charges" 
f( s  not  covered  under  title  XVIII  of  the 
Eiial  Security  Act; 

*:;?T7rre~nnry'  informed  by  a  physician 
o Their  medical  co'ndTEfqhThilessjii^di.- 
t }y  cohifaindrcated  I  as  documented  in 
U ir  medical  records).  ' 
b)  StandanTTparticipaticn  in  plan- 
tag.  AU.  patients  treated  in  the  facility : 
k-ir'Are  afforded  the  opportunity  to 
prticipate  in  fbc'plannmg  o  f  their  medi - 

p ie  lri Experimental  research;  " 

[  (ZrAre  rrnTTgfeTretl-ordischarged  only 
tTnedicaT  reasons  or  for  the  patient’s 
ygarFoT that  oT'6theT~patientS7~br  for 
inpayment  of  feesTexcept  as  prohib- 
n i  by  title  avij-l  oiTthe  Social  Security 
A  - 
e 


fer  to_another  health  care  Institution  or 
as_requ uxcLh^Peder al. £ tate^  or  local  law 
and  the  Secretary  for  proper  adminis¬ 
tration  of  the  program. 

'(e)  stahSurdrrgrievance  mechanism. 
.AlLpatients  are  encouraged  and  assisted 
tqjmdersfahill  KildTexercise  theirTigh ts . 
Grievances  and  recommended~chamges 
ihjiQllcigs~ancrsei-vlces  nTay'be  addressed 
to  facility  staff,  adirnnistratldrTTthe'dlet- 
work  Council,  and  agencies  or  regulatory 
bodies  with  jurisdiction  o~veFthe  facility, 
through  any  representative  of  the.pa- 
tient’s  choice,  without  restraint  or  rnter- 
-ferencel  ancTwithdut  fear  of  discrimina¬ 
tion  nr  reprisal-  " 

§  403.2139  Condition:  medical  records. 

plete  medical  rec ords  orTaHliaTiehts  (  i.e.. 
those  receiving  care  within  the  facility 
and  those  self-care  or  home  dialysis  pa¬ 
tients  for  whom  the  facility  has  assumed 
.tom  ansi nTfhylZi h_a cc oh dance  with_ac- 
cepted  professional  standards  and  prac- 
tices.  A  member "of  tlie  facility’s  staff  is 
’designated  to  serve  as  supervisor  of 
medical  records  services,  and  ensures 
that  all  records  are  properly  documented, 
completed,  and  preserved.  The  medical 
records  are  completely  and  accurately 
documented,  readily  available,  and  sys¬ 
tematically  organized  to  facilitate  the 
compilation  and  retrieval  of  information. 

(a)  Standard:  medical  record.  Each 
patient’s  medical  record  contains  suf- 
fi c ientTiIf o rmatio n  to  identify  the  patient 

clgarlv^-Itn...  iustifyu-lhe  diagnosis. _and 
treatment,  and  to  document  the  results 
accurately.  Ali"memcar~re’cords  contain 
the  following  general  cate£ories~cr— in¬ 
formation:  Documented  evidence  of 
assessment  of  the  needs  of  the  patient, 

of  establishment- of  an  appropriate  plan 
of  treatment,  and  ofThe  care  andtoerv- 
iCTs~irnyvT?ed~  (see  ^  iQ572T37~'.ifl.)  rmd 
"(b));  identification  and  social  d a ta ; 


sighed  consent  forms 
tiorr 


referral  informa- 
trnthenticatioh- 


wifh~authentlcatlbn  or~diaghdsis ; 

medicahand  nursmg~history  of patient; 
report(s)  of  pEyslcian  examinationts) ; 
diagnostic  anafl-herapeutic  orders,  ob- 
servat-iongrand  progress  notes;  feporlFof 
treatments  andbhnical  findings:  reports 
ofTaboratory  and  other  diagnostic  tests 

hnri  prnepfhirp.q^gTtTh^rhtvrpgnaunmavy 


).  and  are  given  advance  notico_ to 


ure  orderly  transferor  discharge. 
ilcT~St a ntraTXtr-rez'pecT'and  aignity.  All 
Itients  are  treated  with  consideration, 

of  theirjn- 


cuduality  and  personal  needs,  includ- 
irthe  "fiVc  V  ab ybhtor  e  a  t  me  n  t . 

lovision  is  made  for  translators jAhere  a 
SngjcTnTTiinYffiO'r~Ot~patiehts  exhibit 
liiguage  barriers'.’ 

"id)  Standard:  confidentiality.  Ail  pa- 
t nts^SreThshrod  contiacntiai  treatriient 
c  Their  persohal~ancr'medicaT'recgrds, 
id  may  approve  or  refuse  release  of 
i  chTec  o  rds~'to~ahyTiid  _Iyf  dUfftto  utside 
t eTacil Ity ,  exc e p Tin  case  of  their  trans- 


'ificluding  final  diagnosis  and  prognosis. 

(b)  Standard:  pTcTeclwn  of  medical 
record  information.  The  ESRD  facility 
safeguards  medical  record  information 
against  loss,  destruction,  or  unauthorized 
use.  The  ESRD  facility  has  written  poli¬ 
cies  and  procedures  which  govern  the  use 
and  release  of  information  contained  in 
medical  records.  Written  consent  of  the 
patient,  or  of  an  authorized  person  act- 

f  or.  release"  of  information  not  provided 

bv  law7?n^(iilj<gcCTa5mr 

able  undpr  stipnlatirn__of  conudfinliaiity 

f orjlhsnnr. f i n tubvjmt h 0 r i z e d ,  agents  pf 

the  Secretary,  as  rectuirejLdon  adminis- 

ryiffiTm  of  t.he.  F'SRD  program  under 

Medicare. 

(c)  Standard:  medical  records  super- 

staff  is  designated  to  serve  as  supervisor 
of  the  facility’s  medical  records  service. 


The_  functions  of  the  medical  records 
supervisor  include,  buh  are  not  limited 
toA  t h e  f olio wi n gT'  Ehsur in g  tli a t  the  rec¬ 
ords  are  documented,  completed,  and 
maintained  in  accordance  with  accepted 
professional' '  standards  and  prac tices ; 
safeguarding  the-  confidentiality.  of_ the 
records  in  "a'ccordan'ce  with  established 
pCTlcy  andTegal  requirements;  ensuring 
that' the'rec oj ds~cdh tai n  ne r ti n e n t  meai- 
cal  information  _and  are  filed  for  easy 
retrieval.  When  necessary,  consultation  t 
is  secured  f r om  a qu aim etf  ir. e dl ca f Te cord 
practitioner. 

(d)  Standard:  Completion  of  medical 
records  and  c enTrcITStrtt On  oJ^clinic alj n - 
'formation. ITmrmtrmpcncThTecofds  and 

tlTnsf>  a\f  di^rharged  patients  are  com¬ 

pleted  prompUyTATTcnrHiRiI  inrorrhcTtldn 
pertaining  to  a  patient  is  centralized  in 
the  patient’s  medical  record. 

(e)  Standard:  retention  and  preserva¬ 
tion  of  recoFas.  Medidahrecords'are^Fe- 
talhecTfor  a  period  of  time  not  less  than 
that  determined  by  the  StaiePafatute 
governing  records_ retention  or  statuteof 

— limitations ;  or  in  the  absence  of  a  State 
statute.  5~~years  from  the  date~bf~dis- 
charge;_or,  in  the  case  of  a  minor,  3 
years  alter  tne'jiatreht  becomes _of_age 
under~SteteTa'w7  whichever  is  longest. 

TTr~Std7idardi~location  and  facilities. 
The  facility  maintains  adequate  facili¬ 
ties,  equipment,  and  space  conveniently 
located,  to  projvide  efficient  processing  of 
medicai  records  (e.g.,  reviewing,  filing, 
and  prompt  retrieval)  and  statistical 
medical  information  (e.g.,  required 
abstracts,  reports,  etc.) . 

(g)  Standard:  transfer  of  medical  in¬ 
formation.  The  facility  provides  for  the 
interchange  of  mechcal  and  other  infor¬ 
mation  necessary  or  usefurTrflhe  care 
ancT~ treatment  of  pa  tie'll  ts  transferred 
between  treating~TaeilitIes,  or  in  deter- 
mining~~'w’heth'er  such  patients  can  .be 
adequately  cared  for  otherwise  than,  in 
either  of  such  faefii ties . 

§  403.2140  Condition:  physical  environ¬ 
ment. 

The  physical  environment  In  which 
ESRD  services  are  furnished  affords  a 
functional,  sanitary,  safe,  and  comfort¬ 
able  setting  for  patients,  staff,  and  the 
public. 

(a)  Standard:  "building  and  eguip- 
ment.  The  physical  structure  in  which 
ESRD  services  are  furnished  is  con¬ 
structed,  equipped,  and  maintained  to  in¬ 
sure  the  safety  of  patients,  staff,  and  the 
public. 

(1)  Fire  extinguishers  are  conveniefit- 
lyi4eeated:=gSIIeacirTTbbT  of  "the"  facility 
and  in  areas  of  speciaFEazarcirFire  reg- 
fficrflonsandfirelnanagement  procedures 
are  prominently  posted  and  properly 
followed. 

(2)  All  electrical  and  other  equipment 
used  in  the  facility  is  maintained  free  of 
defects  which  could  be  a  potential  haz¬ 
ard  to  patients  or  personnel.  There^is 
established  a  planned  program-oITpre- 

in  dialysis  and  related  procedures' in  the 
facility^  ~ 

v  (3)  The  areas  used  by  patients  are 
maintained  in  good" top atnmd  keplrfrce 
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of  hazards  such  as  those  created  by  dam- 
agesLorTiierective  parts  of  the  building. 
•  (4)  The  facility  is  equipped  _wlth  an. 
alternate  electrical  power_  source^  pro- 
yidedliy'gg  etnergericy^generator  located 
on  the  premises  to  supply  electrical 
power  nec essary  In  the  event  th e  no r mal 
electrical  supply  "5  interrupted.  Tha 
emergency  electricarpower  system  sup- 
pfi es~p owe r~ad equat e J7to~ miiTntai  n  the 
operation-!)!'  the  dialysis  machines  and 

in  all  m e ahhoT  eg  r  ess7~an cTeq  u  fpm  e  n  t  to 
inaintatn~flre  d etectionr  alarm,  and  ex- 
tingulshlhg  systems. 

'(5)  Water  used  for  dialysis  purposes  is 
analyzed  pgrigciiraHy — and— treated  as 


lajys_and  accepted  public  health  proce¬ 
dures! 

(d)  Standard:  emergency  prepared¬ 
ness.  Written  policies  and  procedures 
specifically  define  the  handling  of  emer¬ 
gencies  which  may  threaterhthe  health 


wouULexist  during_a.£re  or. natural  dis¬ 

aster  or  during  fnnr.tionaJ_-faj.Uireg_in 
equipment.  Specific  emergency  prepared- 
~hess  procedures  existfor  different  km ds 
oi "emergencies.  These  are  reviewed  and 
tested  at  least  annually  and  revised  as 
necessary  by.  or  under  the  direction  of, 

are  knowledgeable,  and  trained  in  their 
respective  roles  in  emerginEg^TErmTons 


•necessary  to  maintain  a  continuous  wa-  ft-  (1)  There  is  an  established  written 
•tersupplythat  is  biologically  and  chem- 
"tcalljrcompatible  with  acceptable  dialysis 


equipment  maintenance  are  maincamed 

at  the  facility. 

Electrical  circuits  ^serving  allmedi- 

center  are  provided  with  5  milliampere 
ground  -  f  aill  nrrtermpt  orsr: 

"  lb)  szandUTTtr-farorabl e  environment 
for  patients.  The  facility  is  maintained 
and  equipped  to  provide  a  functional, 
sanitary,  and  comfortable  environment 
with  an  adequate  amount  of  well-lighted 
space  for  the  services  provided. 

(1)  'There  ..are  wLjttpn^polit-ipg  and 
procedures  in  effect  for  prei^nting~ahd 
controlling  hepatitis  and  otli 


tlons!  These  policies  include, _bu£_a.r£_not 
r  limited^'6~aT5prbpf!a't'e  procedures  f or 
surveillance  and  reporting  of  infections, 
housekeeping-, "ha  hdlihg  and  xlispasaLof 
waste  and  contaminants,  and_steriiiza- 
tiQn  .nncnil^inlootion.  i  nrludiir^lh¥  ster¬ 
ilization  and  maintenance  bf  equipment. 

(2)  Treatment  areas  areUfsigire'd  and 
equipped  to  provide  adequate  and  safe 
dialysis  therapy,  as  well  as  privacy  and 
comfort  for  patients.  The  space  for  treat¬ 
ing  each  patient  is  Sufficient  to  accomo¬ 
date  medically  needed  emergency  equip¬ 
ment  and  sfaTTund  to  ensure  that  such 
edfflpm ehT~a.n d  sTifFI  rin  Tea  ch -iha-pa.- 


tient  in  an  emergency 
CgT^There  is  "provided  a — runsing/ 
monitoring  station  from  which  siAuaunte 

surveillance  of  patients  reviving  hpm o- 
dialysis  services  can  be  m ade. 

..  (4)  Heating  and  venf.iTn.tir> 
are  capable  of  maintaining  adequate  and 

Comfortable  temperatures. 

-V  ~(5FKach  EijKlJi acuity  utilizing  a  cen^ 
Y-tral-batch  delivery  system  provides, 


Cither  on  the  premises  ofTht'PTTgtrrnrilia' 
dlSh  agreement  or  arrangement  (see 
fjUb.zitil))  suiiilceHfc'ihHividuai  delivery 
systems  for  th e~tr  ea t nYeirtrcrf~rhTy  patient 
requiring  special  dialysis  solutions: — 
*~(c)  Stanaar  a  :Turctu  ini  tuition  preven¬ 
tion.  The  facility  employs  appropriate 


plan  for  dealing  with  nre  and  other 
'~enrerq6hcies  which,  when  necessary  is 

'developed  in  cooperation  with  fire  and 

other-expert  personnel.  ~~ 

(2)  All  personnel^are  trained,  as  part 
of  their  'employment  orientation,  in  all 
aspects  of~pre  pared  ness  for  jmyemer- 
gency"  or  disaster.  The  emergency  pre- 
paredness  plan  provides  for  orientation 
and~TC&\ilar "framing  and,  periodic  drills 

that  each  person  promptly  and  rnr- 

oTan  emergency. 

^  dTPHIere  is  available  at  all  times  on 
the  premises  a  fully  equipped. emergency 

cal  supplies!" and  equipment,  and  staff 
areTramed  in  its  use. 

(4)  The  staff  is  familiar  with  the  use 
of  all  dialysis  equipment  and  procedures 
to  handle  medical  emergencies. 

§  105.2160  Condition:  aflili  ation  agree¬ 
ment  or  arrangement. 

&  (a)  A  renal  dialysis  facility  and  a  renal 
dialysis^ center  j see'  f4 o 512102(e)  (27) 
haye_  in  effect~an  affiliation  agreement 

ihg,  for  the  provision  of  inpatient  care 
and  othejnrdspit^T~sfirv~ges~~ 

(b) )  Hie  affiliation  agreement  or  ar¬ 
rangement  provides  tEe~basiT~f5r~effic-. 
tlve  working  relationships  under  which 

•ffipatlent  hospital- care  or  other  hospital 

services  are  available  promptly  to  tire 

'dialysis  facility’s  patients  when  needed. 
yThS^Ialysis  facility  has  in  its  files  docu- 
'  mentation  from  the  renal  dialysis  center 
td~fhe~eifect  That  patients  from  the~dl- 
alysis  faculty  will  be  accepted  and  treated 
fin  emergencies.  There  are  reasonable  as- 
surances  that: 


"( 1 )  Transfer  or  referral  of  patients 


sis  center  and  the  dialysis  facility  when- 
ever  such  transfer  or  referral  is  deter- 

attghdihJgj_hysicTah7witirtimely  accept- 
_  ^  ^  ^  ^  iv,,w  ance  and  admission; 

.techniques  to  prevent  cross-contamina-  ^  ^  ^^change,  yithln 

tlonbetween  the  unit  and  adjacent  hos¬ 

pital  or  public  areas  lnciuauigrhuITnob 
limited  loTTood" 


Tauhdry, 


_  _ f-term 

prdgfamTTnd  patient  care  plan,  and  of 
medical  and  other  information  necessary 

or  useful  in  the  care  and  treatment  of 


tamlnated  equipment,  and  disposal  of 
contaminants  into  sewage  systems. 
Waste  storage  and  dlsposaI~are  carried 
out  In  accordance  wlth~appIIcabie"local 


1-  patients  transferred  or  referred  between 


thefaciiities,  or  hr  determining  whether 
such  patients  can  be  adequately  cared 
for-otheTwtgngaOn  either  of  such  fa¬ 
cilities:  and 


(3  > _  Security  and  accountability  for 
paiignts^personal  efiect5~are  assured . 

§  105.2161  Condition — Director  of  a 
renal  dialysis  facility  or  renal  dialysis 
renter. 


sjjnder  the  general  super¬ 
vision  of. a  Director  who  is  a_ physician. 
The  physician-director  need  not  devote 
full  time  as  DlrectorLbutris;  responsible 
for  ^planning,  ^organizing,  conducting, 
and  directing  the  professional  ESRD 
services  and  must,  devote  sufficient  time 
to  carrying  out  these  responsibilities. 
The-director'may^also~5ervg-ag~tlTe  Chief 

Executive  Officer  of  the  facllltv! 

(a )  ~STandard:  qua Iffi calio n s ._Th e  di¬ 
rector  of  a  dialysis  facility  is  a  qualified 
physician-director,  (See  F405.2102Tf) 
(5)1 

(b)  Standard:  responsibilities.  The 
responsibilities  of  the  physician-director 
include  but  are  not  limited  to  the  follow¬ 
ing: 

( 1 )  .Participating  in  the  selection  of  a 
suitable  treatment  modality,  l.e.,  trans¬ 
plantation-  or~dlalvsIs7~anfl  dia  lysis  set- 
tin  gTTor  alTpatien ts : 

(2)  Assuring  adequate  training  of 
nurses_and  technicians  in  dial.vsi3_J.ech- 

.  niques: 

(3J  Assuring  adequate  monitoring  of 
the  patient  and  thejliajysis  process; 

-  (4)  Assuring^  the  development  and 

avail abhlty^of  a  patient  care  policy^  and 
procedures  raanifaT  and'TfsJmnlementa- 
tlon.  As  a~minimum.  the  manual  de - 
scribes  the  types  of  dialysis  used  m  the 
facihty  and  the  procedures  fchowecTTn 
performance  of  such  dialysis:  hepatitis: 
prevention  and  procedures  for  handling 
an  TndMclu  a  L  with,  he  p  a  uris  p  and_a  is  - 
aster.,  preparedness  plan  (eg,  pat.ienf. 


t  V' 


emergency,  fire,  flood) :  and 

training  ls-ol- 
that  patient  teaching 


•ApSikJ! 

(5?  Whi 
fered,  assuring 


'materials  are  available  for  patient  use 
during  training  and  at  times  other  than 
during  the  dialysis  procedure. 


105.2162  Condition: 
dialysis  facility  c 
center. 


staff  of  a  renal 
r  renal  dialysis 


Properly  trained  personnel  are  present 
in  adequate  numbers  to  meet  the  needs 
of  the  patients,  including  those  arising 
from  medical  and  norunedical  emer¬ 
gencies. 

(a)  Standard:  registered  nurse.  The 
dialysis  facility  employs  at  least  oneTuIT 


5.2 102 (r)  (4) ) 

db)  Standard:  on-duty  personnel. 
Whenever  patients  are  undergoing  dial- 
ysis,  other  than  self-care  "dialysis,  ope 
currently  licensed  health  professional 
( eg.,  physician,  registered  nurs e,  or  li¬ 
censed  practical  nurse)  experienced  in 
rendering  ESRD  care  is  on  cluty  to  over- 
see~HTSr(D  patient  ca're,  and  an  adequate 
number  of  personneFare  present~to~meefc 
thF  needs  of  patients,  and  Ian  adequate 
number  of  personnel  are  readily'  avaii- 
ahle  to  meet  medical  and  nonmedical 
emergencies. 

'  Xc)  "Standard:  self-care  dialysis  train¬ 
ing  personnelJLS^Ahe  facihty  offers.self-^ 
care  dialysis  training,  a  quallfie<l_nursd 
is  in  chaige  of  suchTtralnlng  (see  i  405.- 
2102(r) (4) ) . 
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§  405.21 63  Condition:  Minimal  service 
requirements  for  a  renal  dialysis  fa¬ 
cility  or  renal  dialysis  center. 

In  addition  to  chronic  maintenance 
dialysis,  the  facility  provides  adequate 
laboratory,  social,  and  dietetic  services  as 
needed  to  meet  the  needs  of  the  ESRD 

patient.  _ _ _ _ _ _ _ 

(a)  piandard:  laboratory  services.  The 


dialysis  facility  makes  available  labfTrrr= 
tory  services  <  other ~fEan  the  specialty 
af  tissue  pathology  and  histocompatibil¬ 
ity  testing)-,  to  meet  the  needs  of  the 
E^UlIhaHRntZX.abQratoi-y  services  are 
performed  either  by  a  Medicare-approved 
ibspital  or  by  ar^ua^'ntnr^fenicttre- 
ipproved  independent  laboratory,  except 

;he  facility  uses  to  monitor  its  palients ’ 
iuids  incident  to  each  dialysis-  treat - 
nent,  may  be  'performed  b:TTrie"'fllaTysis 
,’acility's  staff!  who  are  qualified  by  edu- 

:atlon  and  experience  to  perform  such 
inties,  under  the  direction  of  a  physician. 
Sltanaarcl:  sociaL  sefvicesllkiGcial 

and 


"(b) _ _ 

ervicbs~~ are  provided  to  patients 
Mir '  rarmnes^iTcTare-  air  ectetmr~strp- 
jortlllg  and  maidmjzlhg  the~ social  func- 
ibnihg~§ha_a d j lis tmen t  of  '  the  patient. 
IffCI&l  services  aFe  "furnished  by~a~quali- 
LEd  Social  worker 


(§  405.2102(r)  (6)) 

?ho  has  an  "employment  or  contractual  ,  ,  , 

elationsliln^ltirthe  facditv.  The  quail-*:  V  <d>  Assuring  tnat.transplantationsur 

_ _ _ _ . — - - O'  CV  V-XT  TO  nAVTOT-rvincT  1-  >\  r\  cl  1  WN/1  <•  C11VTAV* 


<■5)  Testing : 
of  the-water;  and 
<6)  Ordering  of  supplies  on  an  ongoing 

basis.  ~~ - - - 

<e)  Standard:  participation  in  recip¬ 
ient  registry.  Thee: ia  lysis  facilityjPX-Cen- 
terjyarticipates  in  a  patient  registry  pro- 
gra m  for  patients  who  are  aw  a  iling 
Cadaveric  donor  trnnsnlnntntlnn 

§  105.2170  Condition:  Director  of  a 
renal  transplantation  center. 

The  renal  'transplantation  center  is 

fTed*  transplantation  .q?r?pnn  ( J  405.2102 
(r)  (71)  or  a  qualified  nhvsTcion-rirrpptnr 
*3  405.2102(r)  <5)).  who' need  not  serve 
£ulL.time.  This.  Physician  is  responsible 
fcrplanninsr,  organizing,  conducting,  and 

directing  ...the _ Emal _ .Transnlantqlidn 

Center  and  devotes  sufficient  time  to 

carry  out  these  responsibilities,  which  in- 

:ing:  ‘ 

~Tn  i  ~Pnrtieipot-irLgLan-±ha.  col.oetion  of  a 
suitable  treatment  mejality  for  each  pa¬ 

tient. 

'  "TbT  Assuring  adequate  training,  of 
nurses  in  tns  care  ox  transplant  patients. 

Cc)  Assuring  "That  tissue  Typing  and 
organ  procurement  services  are  available 
eitner  directly  or  under  arrangement! 


Led 'social  worker  is  responsible  for  con- 
Luctmr  'psychosocial 
Team 


evaluations,  par- 
patient 


iclpatlng  m  team  review  oT 

irogress  and  recommending  changes  in 

Sycfiosocial  needs,  providing  casework 

hd  groupwork  services  to  Patients  and 

heir  families  in  dealing  wiui  the  special 
roblems  associated  'with  ESRDI  arid 
lentnying  community  social  agencies 
hd  other  resources  and  assisting"  pa¬ 
tents.  mid~Tamilic-s  to  utiTIZEIlllurn. - 

tc)  ■  ^tandzn‘dT~aJefe.tic  serriccsl  Each 
atient  is  evaluated  as  to  his  nutritfOEal 
beds  by  the  attencung  ptfTsicianjahdiby" 
‘qualified  dietitian  T§~10o‘.2T(52(r)  (2) ) 
'ho  has  an  erlipldyhient  or  contractual 
slationship  witn  theTnTRTt7rTlT5WiT5tl- 
an,  m  consPTIalloh  wrtTTTTTe  a  trending 
hysician,  is  responsible  for  assessing 
M  nutritional  and  dietetic  needs  ore-ach 
atlblltrrecommeiidmgTh'erapeutic  die  is. 


minimal  service 
renal  transplan- 


Dunseling  patients  ancTTheir  families  on 


rescribed  diets,  ahcT~ monitoring  a  oh  er 

JCe"and  response  to  diets. 

Td)  Standard:  sell-care  dialysis  sup- 
ort  services.  The  renal  dialysis  facility 
r  center  furnishing  seif-cargr~dlalysis 
•afrung  upon  completion  of  the  patient’s 


■ammg,  makes  available  as  appropriate 
rfther  "directly,  under  agreement  or  by 
rrahgement  wTEK~ anoTHgf~ESRP~faclI- 
y)  the  following  services : 

«  (I)  Surveillance  Of  r.^e  paripnlfinRcrBe 
Captation,  Including  provisions  for_visits 
>~iHe  home  or  the  facility; 

C2)  Consultation  foV  the  patient  with 
qualified  social  worker  and  a  qualified 
fefftkn ;  ~  ~ 

07  A  record-keeping  system  which  ag¬ 
ues  continuity  of  care!- 

Installation,  and  maintenance  of 

HBlpmentf 


gery  fspericrmed  under  the  direct  super¬ 
vision  oi  a  qualified  transplardarirm 
surgeon.. 

§  405.2171  Condition: 
requirements  for  a 
tation  center. 

-#~Kidney  transplantation  is  furnished 
directly" by  a  hospital  which  is  parlici- 
pating'~a^"a~provrdeT-'"o"f"servrce3  in  the 
Medicare  progranfand  is  approved  by 
the'  Segretsry~&5  h  Renal  rransplanta- 
ti on  Center.  The~H'enal  Transplantation 
'Center  is  under  the.  overall  direction  of 
.  a~EospTtal  adralntsHTTEsr  anTihficiical 
staffTTr^operaied  by  an  organizational* 
subsidiary,  it  is  unffsrThe1  direction  "or 

anadmimstrator  and  medical  staff  mem¬ 
ber"  for  committee)  who  are  directly  re  - 
sponsible  to  the  hospital  administrator 

are  accepted  for  transplantation  only  on 
tBFmrd5r'ar~arpn7s!cian  ahcT  their  care 
cdntdTues'  unueFthi~lu:nervi.siriri  of  a 
physician.  ~ 

<2T~Standard:  participation  in  recip¬ 
ient  registry.  The  Renal  Transplanta- 
tion  Center  participates  in  a  patient 
registry  DiugiaTiTTor  patients  who~are 
awaiting  caaavenc  con  op  transplanta¬ 
tion. 

tb)'  Standard:  social  services.  Social " 
services'  are  provided  to  patients.  and 
tneir  famdiesand. -aj^idirRctcd-ah-suog 
porting  and  maximizing  the  social  func¬ 
tion  mg  an ri  .  nr i i l l.xt.m en L_nf.  r.h e  patient. 
Soc ial^  services.  are-fnrnishecLby-a  quali- 
fied  social  worker  (5  405.2102 fr)  (6) )  who 
"hasjin  bmployment  or  contractual  rela- 
tidnship_with_  the.facIIItiTThe.  qualified 
social  ■worker  is  responsible  fonconduct- 
lng.  poycho.social  evaluations,  partlcipat- 
Ing  In.  team;  review  of  patient  progress 
and;  recommendingchanges  In  treatment 


social  needs. _ providing  casework,  and 

groupwork  services  la  patients  and  thp.ir 
families  m  dealing  wi th  the  special  prob- 
'  lems  associated  with  ESRD.  andJdenti- 
fving  community,  social  agencies  and 
other  resources^  and  assisting  patients 
and  families'  to  utilize  them. 

(c)~\Standard:  dietetic  services?  Each 
patient  is  evaluated  as  to  his  nutritional 
needs  by  tEe  attending  physTcran~apd  a 
qualified  dietitian  ( '§  405.2 l02TrJT2) ) 

rdatiGllshiD  with  the  facility.  The  dieti- 
tian,  in  consultation  with  the  attending 
physician,  is  responsible  for  assessing 
the  nutritional  and  dietetic  heeds  of  each 
patient,  recommending  ttierapeutic  diets, 
c ouns5Dng~pa.trents  anddEelOaihiGes  on 
prescribed  diets,  and  monitoring,  .a dher- 
en.ee  and  response  to  diets! 

<d)  Standard:  laboratory  services.  The 
renal  transplantation  center  makes 
a, v'allatrfew directly  or  under-  arrange¬ 
ments.  laboratory  services  to  meet  the 
'  ~n€edcr  of — E  SRE) — p  a  trerrts:  Tab  o  r  a  tory ^ 
services  arT~Tefidi;medrih~"a~ laboratory 
facility  approved~To  participate  ill  the 
’Medicare  program  and ,  f or.  .histoc om- 
p  a  ability'  testing  purposes.  ..natwiiii- 
s landing  appr o va I'p ur su ant  to  Subpart  J 
also  me'eEsT^0d7T3 14 ( b )•  ( 13 )  "and  §  405.- 
1317 ta) ,  (b)  (2)  (i)  and  (ii) ,  (b)  (4) ,  and 
<b)  (8) ,  and  •'when  services  are  furnished 
in  the  specialty  of  tissue  pathology) 
i  405.1314(b)  (8)  (i)  and  §  405.1317  (a) 
and  <b)  (6)  (ii) . 

(1)  Laboratory  services  for  cross-if** 
matching-'oi  recipient  serum  and~donor  ^ 
lymphocyteslhr  plhtormgTafitltiydtes  by 
an  acceptable” lechiuque  are  available  on 

a'  2  4  -  fiou  rent erg eii  c  y  b  as  is . 

(2)  Available  laboratory  services  also 

include  f  “ 

'  ( i)  Suitable  maintenance  of  recipient 
sera  and  typing  regeants ; 

(ii)  PhenoTyplng  for  donors  and  re-  d* 
cipientsl  " 

•  in')  Updating  p.nd  retyping  for  HL-A 
and  better  defined. anllgens'etojTIgicaTedi 
<~iv) '~Scree~mhF  of  recipient  sera  for 
,  preformed  antibodies  witli  a  suitable 
lyinaESmSgaherr  “  ~ 

(v)  Testing  such  a.o  t.he  mixed.. hun- 
phocyte  cultures  to*  determine  cellularly- 
defined  antigens:  and  '*  . 

typingT 

te)  ^Standard:  organ  procurement.  If  -4 
a  renal  transplantation  center _u.tiliges' 
.the  services  of  an  organ,  procurerrpent 
agency  to  obtain  donor  organs,  it  has  a 
written  arrangement  covering  these 


services.  The  renal  transplantation 
center  agrees  to  notify  the  Secretary  in 
writing  within  2d  days  of  the  termina¬ 
tion  of  such  arrangements. 

Appendix 

Pursuant-  to  5  405.2111  of  this  Subpaxt,  tho 
following  axe  designated  as  End-Stage  Renal 
Disease  Network  Areas: 

rsaD  NETWORK.  NO.  L 


American  Samoa 

Guam 

Hawaii 


Tha.  Trust  Territory 
of  the  Pacific  Is¬ 
lands 
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ESE D  NETWORK  NO.  2 

The  State  of  Alaska 
The  State  of  Idaho 
The  State  of  Montana 
The  State  of  Oregon 
The  State  of  Washington 

ESRD  NETWORK  NO.  3 

The  following  counties  In  Northern  Cali¬ 
fornia  : 


Alameda 

Nevada 

Alpine 

Placer 

Amador 

Plumas 

Butte 

Sacramento 

Calaveras 

San  Benito 

Colusa 

San  Francisco 

Contra  Costa 

San  Joaquin 

Del  Norte 

San  Mateo 

El  Dorado  1 

Santa  Clara 

Fresno 

Santa  Cruz 

Glenn 

Shasta 

Humboldt 

Sierra 

Lake 

Siskiyou 

Lassen 

Solano 

Madera 

Sonoma 

Marin 

Stanislaus 

Mariposa 

Sutter 

Mendocino 

Tehama 

Merced 

Trinity 

Modoc  * 

Tuolumne 

Mono 

Yolo 

Monterey 

Yuba 

Napa 

The  State  of  Nevada  excluding  Clark 
county  which  Is  Included  In  Network  area  4. 

ESRD  NETWORK  NO.  4 

The  following  counties  In  Southern  Cali¬ 
fornia  : 

Imperial 
Inyo 
Kern 
Kings 

Los  Angeles 
Orange 
Riverside 

The  following  county  in  Southern  Nevada: 
Clark 

ESRD  NETWORK  NO.  6 


San  Bernardino 
San  Diego 
San  Luis  Obi3po 
Santa  Barbara 
Tulare 
Ventura 


The  State  of  Colorado 

The  State  of  Utah  excluding  the  Navaho 
Reservation  portion  of  San  Juan  County 
which  Is  in  Network  area  6. 


The  State  of  Wyoming 


The  following  counties  in  the  State  of 
Nebraska: 


Banner 

Box  Butte 

Cheyenne 

Dawes 

Deuel 

Carden 


Kimball 
Morrill 
Scotts  Bluff 
Sheridan 
Sioux 

ESRD  NETWORK  NO.  6 


The  State  of  Arizona 
The  State  of  New  Mexico 

The  Navaho  Reservation  portion  of  San 
Juan  County,  Utah. 

•  ESRD  NETWORK  NO.  7 

-The  State  of  Minnesota 
The  State  of  North  Dakota 
■  The  State  of  South  Dakota 

The  following  counties  In  the  State  of 
Michigan : 


Alger 

Baraga 

Delta 

Dickinson 

Oogeblc 

Houghton 


Iron 

Keweenaw 

Marquette 

Menominee 

Ontonagon 

Schoolcraft 


The  following  counties  In  the  State  of 
Wisconsin: 


Ashland 

Bayfield 

Burnett 

Douglas 


Iron 

Price 

Sawyer 

Washburn 


ESRD  NETWORK  NO.  8 

Composed  of: 

The  State  of  Iowa 

The  State  of  Nebraska  excluding  the  fol¬ 
lowing  counties  which  are  included  In  Net¬ 
work  area  5 : 

Banner 
Box  Butte 
Cheyenne 
Dawes 
Deuel 
Garden 

The  following 
Illinois: 

Henry 
Mercer 

ESRD  NETWORK  NO.  9 

The  State  of  Kansas 


Kimball 
Morrill 
Scotts  Bluff 
Sheridan 
Sioux 


counties  in  the  State  of 


Rock  Island 


and-  the  following  counties  which  are  in¬ 
cluded  In  Network  area  9: 

Clinton  Monroe 

Madison  st.  Clair 

ESRD  NETWORK  NO.  16 

The  State  of  Indiana 


ESRD  NETWORK  NO.  17 


The  State  of  Kentucky 


The  following  counties  In  the  State  of 
Ohio: 


Adams 

Brown 

Butler 

Champaign 

Clark 

Clermont 

Clinton 

Darke 


Greene 

Hamilton 

Highland 

Miami 

Montgomery 

Preble 

Shelby 

Warren 


ESRD  NETWORK  NO.  18 


The  State  of  Alabama  excluding  the  fol¬ 
lowing  county  which  Is  Included  tn  network 
area  number  20. 


The  State  of  Missouri  excluding  the  fol¬ 
lowing  counties  which  are  included  In  Net¬ 
work  area  18 : 

Dunklin  Pemiscot 

Mississippi  Scott 

New  Madrid  -  Stoddard 

The  following  counties  In  the  State  of 
Illinois:' 

Clinton  Monroe 

Madison  St.  Clair 

ESRD  NETWORK  NO.  10 

The  State  of  Arkansas  excluding  the  fol¬ 
lowing  counties  which  are  Included  In  Net¬ 
work  area  18: 

Crittenden  Mississippi 

The  State  of  Oklahoma  _ 

ESRD  NETWORK  NO.  1  l 

The  State  of  Texas 

ESRD  NETWORK  NO.  12 

The  State  of  Louisiana 

ESRD  NETWORK  NO.  13 


Russell 

The  State  of  Mississippi 
The  State  of  Tennessee 

The  following  counties  in  the  State  of 
Arkansas: 

Crittenden  Mississippi 

The  following  counties  In  the  State  of 
Georgia: 

Catoosa  Walker 

Dade 

The  following  counties  in  the  State  of 
Missouri : 

Dunklin  Pemiscot 

Mississippi  Scott 

New  Madrid  Stoddard 

The  following  counties  in  the  State  of 
Virginia: 

Scott  Washington 

ESRD  NETWORK  NO.  19 

-  The  State  of  Florida 

ESRD  NETWORK  NO.  20 


The  State  of  Wisconsin  excluding  the  fol-  T*10  State  of  Georgia  excluding  the  follow- 
lowing  counties  which  are  Included  In  Net-  log  counties  which  are  included  la  network 
work  area  7:  *  area  number  18. 


Ashland 

Bayfield 

Burnett 

Douglas 


Iron 

Price 

Sawyer 

Washburn 


ESRD  NETWORK  NO.  14 


The  State  of  Michigan  excluding  the  fol¬ 
lowing  counties  which  are  Included  In  net¬ 
work  area  number  7. 


Alger 

Baraga 

Delta 

Dickinson 

Gogebio 

Houghton 


Iron 

Keweenaw 

Marquette 

Menominee 

Ontonagon 

Schoolcraft 


Catossa  Walker 

Dade 

The  State  of  South  Carolina 

The  following  county  In  the  State  of  Ala¬ 
bama:  j 

Russell 

ESRD  NETWORK  NO.  21 

The  State  of  North  Carolina 

ESRD  NETWORK  NO.  23 

Composed  of  the  State  of  Ohio  excluding 
the  following  counties  which  are  Included  lu 
network  area  number  17. 


ESRD  NETWORK  NO.  15  Adams 

Brown 

The  State  of  Illinois  excluding  the  follow-  Butler 
tng  counties  which  are  Included  In  Network  Champaign 


area  8: 

- 

Clark 

Clermont 

Henry 

Rock  Island 

Clinton 

Mercer 

Darke 

Greene 

Hamilton 

Highland 

Miami 

Montgomery 

Preble 

Shelby 

Warren 
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RUIES  AND  REGULATIONS 


The  following  counties  of  Western  Pennsyl¬ 
vania: 

Allegheny 

Forest 

Armstrong 

Fulton 

Beaver 

•  Gieene 

Bedford 

Huntingdon 

Biair 

Indiana 

Butler 

Lawrence 

Cambria 

McKean. 

Cameron 

Mercer 

Clarion 

Potter 

Crawford 

Somerset 

Elk 

Venango 

Erie 

Warren 

Payette 

Washington 

Westmoreland 

ESRD 

NETWORK  NO.  23 

Che  District  of  Columbia. 

The  following 
Virginia: 

counties  in  the  State  of 

Vrllngton 

Loudoun 

Fairfax 

Prince  William  =- 

The  following  counties  In  the  State  of 
Maryland : 


lalvert  Prince  Georges 

lharles  St.  Mary’s 

Montgomery 


Deli  ph  In 
Delaware 
Franklin 
-Jefferson 
Juniata 
Lackawanna 
Lancaster 
Lebanon 
Lehigh 
Luzerne 
Lycoming 
Mifflin 
Monroe 


Montgomery 

Montour 

Northampton 

Northumberland 

Perry 

Pike 

Philadelphia 

Schuylkill 

Snyder 

Union 

Wayne 

Wyoming 

York 


ESRD  NETWORK  NO.  2  5 

The  following  counties  of  Metropolitan 
New  York: 


Bronx 

Dutchess 

Kings 

Nassau 

New  York 

Orange 

Putnam 


Queens 

Richmond 

Rockland 

Suffolk 

Sullivan 

Ulster 

Westchester 


ESRD  NETWORK  NO.  26 


The  State  of  New  York  excluding  the  fol¬ 
lowing  counties  which  are  Included  in  Net¬ 
work.  area  25 : 


ESRD  NETWORK  NO.  24 

Che  State  of  Delaware 

The  following  counties  of  Eastern  Pennsyl- 


ranla: 

Idams 

Chester 

lerks 

v  Clearfield 

lucks 

Clinton 

larbon 

Columbia 

lentre 

Cumberland 

Bronx 

Dutchess 

Kings 

Nassau 

New  York 

Orange 

Putnam 


Queens 

Richmond 

Rockland 

Suffolk 

Sullivan 

Ulster 

Westchester 


The  following  counties  In  the  State  of 
Pennsylvania: 


Bradford  Sullivan 

Susquehanna  Tioga- 

ESRD  NETWORK  NO.  27 

The  State  of  Connecticut 

ESRD  NETWORK  NO.  28 

The  State  of  Maine 
The  State  or  Massachusetts 
The  State  of  New  Hampshire 
The  State  of  Rhode  Island 
The  State  of  Vermont 

ESRD  NETWORK  NO.  29 

Puerto  Rico  Virgin  Islands 

ESRD  NETWORK  NO.  3  0 

The  State  of  Virginia  excluding  the  fol¬ 
lowing  counties  which  are  Included  In  Net¬ 
work  area  18: 

Scott  Washington 

and  the  following  counties  which  are  in¬ 
cluded  In  Network  area  23: 

Arlington  Loudoun 

Fairfax  Prince  William 

The  State  of  West  Virginia 

ESRD  NETWORK  NO.  3T 

The  State  of  Maryland  excluding  the  fol¬ 
lowing  counties  which  are  included  In  Net¬ 
work  area  23 : 

Calvert  Prince  Georges 

Charles  St.  Mary's 

Montgomery 

ESRD  NETWORK  NO.  32 

The  State  of  New  Jersey 

[FR  Doc.76-15924  Filed  6-2-76:8:45  am] 


D 


-  .  .  •  -  .  D 

FEDERAL  REGISTER-,  VOL  4T,  NO.  108 — THURSDAY,  JUNE  3,  1976 

V 


I  Schema: 


fHAfff  BMLCiAT  l  ca 

PA--~  ■  U  >:  lir  pf  /center  bayed  diaJygijs' 


population  between  7/l/?d  cu\d  7/2/77 

1)  ftfoat  is  trip  cole  number  <2f  the  i£<of 

2)  What  is  the  pt.  *s  age? 

3)  What  is  the  underlying  cause  of  the  Pt.'s  remit  fail  (.ire, 

if  det eririi.nabl e. ?  i  /  / 

i  '  i «  h  (^k 

4)  How  long  has  the  pt .  had  tSRD'ii.  moc)? 

5)  Is  pt.  in  6SRD  progr&'.n? 

A  E$RD  $crnonin%  pro-Spgcf  l^rg.  dial yg ly  pt£. 


c 

71 

</ 

• 

1 

tl 

"m 


c)  foes  the  nvsdicsJ.  record  indicate  that  the  pt.  has 
"permanent  "  or  " irreversible"  renal  failure  of  "fS?sD"? 
"(the  terfl  chronic  will  not  -Suffice.) 

yes-L  no=2 

?)  Prior  to  the  assart  ion  of  maintenance  dialysis,  the 
medical  cecard  doeuisvevrts  a 

l  ^creatinine  clearance  less  than  5  nX/fnin 
^Setunx  creatinine  greater  tk&n  10  i%/lOCv>tl 
3 -neither1 

k  -  tUlaVa i  1  able 


S'  At  Ike  ci\$et  of  dialysis  u;kick  of  tke  foil cu>in|  cUe$  ike 
medical  record-  dooamnt  as  Cc>lLd.bota.irL  va  ev/idence  of- irke  in¬ 
dication  fer  dialysis?  fhofe  if  none  docim<a\ied'  lenue  blaftK 


l~poor  nutriKtouai  si-ecte 
”2?- nausea-  &j\A  Counting) 

3t  Lntraeti-ble  lacking 
^=cerabral  dysfunction 
5= Clinically  s>.|n\|)to/naLtLC 
£”UnSaK s  factory  control  at 
hy pert  eng  i 


^  On  Sat  ip  fee  to  l'w  cevttv  cl 

of~  CKir 

9>z  unse-t  i  sfcetnry  eoktr&t 
cf  bone.  disease 
^pericarditis 
lO^intreci  ihf  &  fatigue 
or  UjOcxIui^ss 

11~ Several  at-  the'  abot/o 


3)  Ike  re  -a  no  te  by  a  physician  or  a  consent  -form  uuh  Lck  in¬ 

dicates  that  tJre  pt/faxiiily  Kaue  beei\  informed  -the  options! 
ye$=l  sb&rz' 2-  i  1  atl  a-^3 


to)  Xf  -tkcre  a  note  \?y  a_  physician  or  a  cocvg^idr  -£br.tt\uiii  etc 
tbdicot-eg  tkaf  ike  pk./faUuly  Wa-^VceW  ‘t>ifonlA\ei  of- redhb+l  lc 
Cfi  f>  ee-taf  i  o  ii  $ 7 

k-O-1-  UAloUo-i- l  <3.  i?l<C~3 

1  (i  Js  Akfr-c  <5_  as ie  by  a,  phySi  c\cfi  of  Co  uso-ik  (V’yft  ^  W 

pf  or  faKily)  ichicW  iridiesfes'  file  pt./jkmly  has  occeprcd7 

treat  iHalff 

ye-S^l  n/7-X  UAiaVoL  liable. -3 


12)  Xs  tX  e  r  e  aiv 
bility  O't  pt  for 
ye^i. 


kuiticl  nsydXLcetrio  eVcti^&f  i  oa,  re;  44c  ‘buiic- 
dialysis/; 

^£>•^.2-  UcttA>V<ula_hte.^3 


\3)  is  J&eY'e-  ml  Ini  4-UP  'SocWC  UJo^bidr  <3/ w-ot  i  ot\  s 

4 ivtilyA0^  Siteurtiok  <*§  iir  l^pact^  <et%.  pts.  Siufaki  1i  ty  fm" 
dialysis?.  * 

=  1  Vt  o  -2*  Una.^  ai 1  cclbl  c?-3 


i 


l*fj  Is  there  an  initial.  pre-dialysis  wtirsiAv?  ev«]  \uxbiovL  of-  th^-pt?  *|tt 

<$vj>=-2-  OfiJuxV'^u.ia^te~3  *  JliJ 


IS)  When  vth.6  the  lasf  kaf&I  c&T^rehensi  ve  nursing  evaluation 
sfHke  ptr.  ' s  Hat  u_5  iw. 

t6j  1 5  UK  ere  an-  ir.Hi.ai:  eJUatuabioii-  by  <n~  6~\  ert-x  c*  an  re:-  pfc* 

d ie-faby  «urtag<2fkeH  d-ialys  ir? 

ye$=l  vta>'2'  unavailable  -3 


l?)  When,  Mas  the  last  not ad  dcHp rehefts  ive  dietary  eval  uat  i  en.  of 
the  pt.  by  4  dietician* in,  cios). 

P  Should  ffi,  t?e  ccftsiderej  for  r^ft/U  £ rgjryy pi 0 a 


! 


1 81  1 5  there.  a_ocrit-ien  s-feH^tkeft-tr  hy  oi  physician  that  the  pt. 

LS  tiled  l cat  1  y  sui.  tabic  4&t  'fcraw-S'ptai'ilatLsn? 

Ifcs&l  ftc=2-  unat/Hlabji-cH 

iyi  Is  there  a  note  by  a  physician,  cr  hi s  designee  that  the  pt. 

is  psychologically  Statable  for  trans’pl aftttiib io  rtf 

yas-l  r\0~Z  UL’.?aUuLi- 1  o.b  1  e  -  3 

20)  J-£  there  a  note  that  cl  nap h r old ha., 5  p r«2 can  tel  -the  aptia^ 
of  t rons pi afcvifct bio n  and.  discussed  its'  ri 5%  ce iltv  the  pfr*  ? 

21)  if  the  pt.  eleetg  traiv$Flaataf-i<3JC,  i$  ttera <se  referral  to  a. 
transplant  &ur  gears  in  ccri&i.ng'? 

ye$*i  h0~  2.  ^available-J 


22) 

fdr 


tthieh  -s>f  the  fot.lotpi.ng  is  indic&t^dl  as  a  ccirrtraij/tdi £.nticr> 
transpia  nt-a  t  L  an  ? 
l=activ£  infectricn. 

»jfi£ 

3^ttU_l  i^naney  (orti  vc  p^tr  y  r,  ) 
b=uncc>n.trol  1  gk  Cayper tension 


C.  ftelcct  ie>n  cf  pts*.  for  hopne d-La?  ygh 


5=activa  p&ptio.  disease 
6-  a.  e  owtrcd. ud  l oat i a  ft  lifted 
hy  the  t^rsplejit  serge  ok 
to  kiharA  pt-,  is  referred 
-?-fb  ref  os  e  ^  Swrg^r^| 
G^ur^vailable  ^ 


23)  Kas  the  pt.  been  akrisedi  o>f  his  option  fdi  dialyze. <a.t-  home? 
yes- 1  t  u>-2-  diuxf/  ai  1  ahl  e-  3 

If  ph.  el eet-S  ha  <di<rdy?e  ert  horne.  is  he  schelulsd  or  k?ikg 
Ifa.lne<^  for  dialysis? 

yeS~L  Yid'-'Z'  a^a(/ai.iable-3 


25)  O^hleJlk  of  the.. following  doe$  the  chart  indicate  as  exclusion 
Cspaw  ha^e  dialysis? 

1-pt.  does  not  tvava  trill  ina  or  sai  table  par-tiier 

Zrft,  does,  hGtr  to/(«  ^deiaate -Sp^ce  er  facilities 

3=pt  unstablg  judical  .  condition 

/^=pt  scheduled  for  living  donor  transplant  in  ne/t  6  rftaS 
5=ph^Sician  disapproved  pt.  as  candidate  for  hone  dialysis 
6=s<5V£r«I  Of  the  sfoov & 


*2  5  '  7 *  <&i  1<U  W <2,  i>  <02 uuStfr*-. 

2^)  Jf  p-t.  is  presently  on  cooler  b^soA  dialysis  buif  uks  on 
ho  we  dialysis,  W&J£  long  has  pb,  b  etin  on.  center  b^sed  dialysis?  -f 

l  =  0-<Ws  '  5~2-3yrs 

2=6vnos-lyr  5=3  up  Lo  Hyrs 

3- 1  yr  up  to  \Q  m os  7-ky r?  up  to  5  yrs  ^.i  . 

4- 1  3mo^  up  5ro  Syrs  8=5  or  nnore  yrs 

p^unavailabl  z> 


2?  'tn/ho.'V'  is  the-  r&ason  -for  -thg.  pt.  '§  return  \&  center  based 

dialyris? 

2.^)  If  pt.  is  on  center  based  dialysis  und  has  -ft&Ver  be&n  an  tevn-e 
dialysis,  hew  long  hds  jpt-,  been  on  center  basadi  dialysis? 
l-Q-fmos  6-3  up  to  4yrs 

Z=6m&s  op  to  Iyr  7=4  up  to  -5yrs 

'•  3=iyr  up  to  lflroas  2=5  or  mr&  yrs 

9=  unavailable 


D  Vieinz> dialysis  P?  aad  StrwKeg  Ta  Ait  in  the-  Edal  uMlgre  pf 
td ci t fj s  i-S  L)i\bc 0 wf- _ ?£rAce^<i:A-  h e \-uiiei y  C? /. ? -?- 


27)  How  cfteia  wag  Pt.  dialyzed.? 
1=1  &j>&  than  2/cek 
Z^bxi.  ee/u& 

3=»3M 

4=4Ak 


5=5t  iwies/ij'k 

7 -7  Z^K  or  w£>m 
^unavailable 


30)  Hcai’  af4e  ni  was  pt.'s  Kgfo  er  fict,  draw  a? 


t=gr  eater  GhwK  once  a  u>b 
2=once/wK 

every  2  wfcs. 
4=euev'y  3  u#S« 


6>=every  2  ninths: 

7 -less  often,  than-  e^&ry 

x^o  wia?. 

$ -uxid e tier pvO/sgJj  L  e  op 
iry^rufcLrly 
5 = ui'i&uai  1  ctbi-  e 


31)  (CHu  hottf  many  ocassians  was  pt. 
l-onc& 

2=twi oe 
3=3t  imes 
4t=4ti«\a£ 

5=5  times 
6=5  timeg; 


transfused? 

7 -"Sev/dtt.  tiMec 

8= 8-times 

16=  1C  or  v>v>re  titles? 
il=UALav’Ail&hL£ 


32)  bi<£  pt.  ’5  t>ody  ’weight  fluctuate  by  were  than  f5#  af  ideal 
body  weight  *$  detrtnui^ad  by’  ph^’sxciari? 

ho  -2-  una.tiLL»itebIe  =\5 


33J  Old  p-t.  erperien ca  Severe,  ktf pate n$; ioh 

dtu-iWfl,  or  past  dialysis  Cd.g.  lie  G&  \eS5  -ita*\ 

60  irntfr  Hg )  t 

^£.s^f.  V\o=2  ULC3^V&ilet>le-3 


34}bo<E£-  t{^  Charts  co  u  toil  a  diet  ^rder  s^atiu^  pr©teii%5ocf  t*£foj 
Potas;^ iuw^  ojevi  -fluid  <3i.Lowixi\c.eS? 

ye^I.  sto=2-  UKa^atila.^3  e=3 

35)  t)^fi9  charctr  s\ote  by  a,  ^^wstrevr-eci  dicticiaa 

that  the  pc,  h^S  iv\S:lru.cted  it^  his/her  die^^ 


> 


i $0u)  otkvfi-.  pt.'s  Ccl  cm^  Pfy  cirajw.^ 

U^rt^Ver-  tkca^  ODZ^-/ iA*-  £  ^  dut?$  tab  vh^ 

7  ^v'evrty  three, 

3-oince  ev^y  tin)  u&s  S^les^r  ewftreR  fckufc.  e^ery 

4=Oinee  eue*^  3  u^£  3  v*utf.  ^ 

5'Otace  #  wfcmth,  5^uwu«.ilDA.fcU' 

*« 

3?)  Kw^>  6ft en  uFbS  alksAi-ne  ^ospknti^se  drawn? 

l*gr ea-btr  aner/i&jfc  C^&very  2  *nowtk5 

2=<onee/u'k  7-evefcy  3  ruis. 

3=©Vdr«/  1  uj3Cs  S^Lesj:  £re<jae>bU  y  Unit*, 

^f-once-  a.  moirth  co^ry  3  mas 

5-0  jvc  e^  ai/  ery  ^  uifcs.  9  -u>iaLVtf  Sa.  h  1  e 

Did  fcke.pt-.  skc>w  &/v  iKdr&a-se/  i)h,  $XX*  oharpfoafca^.  greater 
-than.  i*>  the  part  12  hisntnr? 

Ji£S-l  hO^Z  ui'icWc L-ila-bles^ 

37)  Did  the-  pt.  have-  any  kewe.  f  rae.f  urer  ? 
y&&  ~l  nv^Z  umVa.  i  1 3eh  1  e  s-9 


HO1)  H&cd  often  02l^  potaasiuia  dronm? 
1  -great er  theur  mee  <xkly 
2= willy 

3- every  2  wfcLsr 
4=every  3  wScs 
5=<sve.ry  k  calls 


£z-&ire.ry  S  VL^‘S 
7=  every  £  w&c; 
t^i/ery  2  wi^S' 

3-l-^ss  fVe^tu^vfly  than 
every  Z  wms>~ 

10-  ujkiV  oX  1  <rUold> 


fyl )  How  frequently  ia’os  Bu&-  and  Qreoi  Lui/se  draxa*!? 

l^.ockl  y  v-c-^c  ry  t>  uKs: 

j*«vc-ry  2  wks  7_^-eber^  7  wkls 

3ss€VfcSf‘*f  3  wks  8- every  #  cVks 

ft*eve.ry  vnentk.  5-idSS  frequently  than 

every  5  wks  every  2  wi^s 

1 0  -  un  ojv  wi  1  a  VI  a 


l^kly 

8  =  every  S'  wki> 

i>&very  2  cukjs 

7*  every  9  wScs 

3 -every  3  wkjs 

10  - e  v  er  y  1  <9  alls 

H -every  4  urks 

11 -every  It  a'ktf 

5-  e  v  ery  5  whr 

12- every  12 

6 -every  8  uKs: 

13-1  e-ss  frequently 

thaca 

2=  every  ?  wks 

every  12  wks 

l^uA&v’ailable- 

How  frequently 

Was  a,  platelet  couunt  drawee? 

<2,-ek;dr'y  3  u?Kr- 

2- every  2  ufts 

9-evec^  f  rfe’. 

3=ev«ry  3  wkc 

10=  every  10  o^Ks 

every  4  wks 

lfr:evdt^  11  u;ks‘ 

5  =  every  5  <vK? 

VZ^eAttsry  IZcvkr 

6-every  5  wks 

13-1  (tss  frequently 

tkan" 

7 -every  J  cwKi' 

every  12 
l4-unav^ila\jiL  e. 

How  .frequently 

was  Sjgafc/S'gpfc  drawn? 

44  ) 

2=every  2  <xhs 
3-every  3  m-ks 
k^every  4  aks 
$=&\/&ry  $ 
£=ei/ery  £  crf^; 
7-every  7  icfcs 


l4=vu*availatl£ 


#=<*very  $  tcKs* 

9=  e%re  ry  9  u?ks 
\Q~  evrury  10  u/k£ 

11 =ev4ary  11  icKs- 
lZ-every  12  oak& 
lJ=Less  frequently  tkan. 
every  12  wks 


Lk 


45)  Ksatt  oft  ea  eras  Austral  ta, -A'V+’i^eit  dre^tn  on  pfs,  ? 
1-tokly  2-zu-cry  3  wks 

2=*gvery  2  cvks 


3=evevy  3  vks 

4=&very  4 
5' every  5  oik# 
£=every  £  vcfcs 
7~  every  7  wks 


2-tu-cry  15  uks 
?=et/ery  9  ecks 

10  =  every  13  #k$: 

1 1  -  ev  ery  1 1  u’ks 
12^ev©ry  12  u'i\s 

13-1  ess  frequently  than 
every  12  a’kg 

l4=u^vailabl  a 


;  v 


w 


Hou?  raaay.. episodes  of  kopatitig'  did  the  pfc  have? 

Irnane  $-£ou.r 

2- q  fie  £>s  five, 

3- tuso  2&six  or  more. 

4=trhree  8=unavailaMe 

Uoui  oft  e>\  eras  £<2  r<m  irrn  djrairn? 
l«every  2  erfes  £=  every  3  wses: 

2 *=  every  k  tc'ks  7~ every  ity  ufs 

3 - every  6  cykr  3=eue.ry  l5  w%; 

4  =<2  very  2  vftos  9=crarry  If  crfcs 

J -every  10  ato  10- uu^avai  table 

4^3  Hoar  oftea  itfaS  Iran  bin-flag  capacity  drzutn? 
l- every  2  u/tcr  tv  cry  3  vjx^s- 

2=e\/evy  w^nlbk  7 -every  19  u^s 

3=every  6  wvtcj  8=  every  16  evk£ 

4- <&Wiry  2  m.03  ^-ev-^'oy  if  cak^ 

5^very  10  uixr  lOsUirsavallabl  & 

49)  f/otu  of' tea  ox-re  Serwta.  elect rol  yt<f-S  drawn?  OUa,  KiCl ,IICd->) 

l-every  2  afe  6=every  3  tf'os  ’  -* 

2s^vecy  ixaxik  7 =-^very  it  aiks 

T^ec/ery  <£  inks  3=evetry  t6  ukas 

4-eVery  2  0105  9=eVery  18  a*ss 

5=every  10  toks  10= unavailable 

50)  ^su:>  $ftei\  (Pfs  the-  Seir<ymLl%  drsu&ftZ 


i£ 


£ 


2 


u* 


/ 


,o 


7) 


?£ 


1  r  ej  ers  r*vi  at^v 
Zr-cvery  2  mr^vviv^’ 
'3=eirery  3  vnoixihj 
4 -every  4  [Y^cwitvS 
5^eve^  5  uivoatfvs 


7  vw>nta^ 
f^eo'Crij  S 

9 -every  3  er  trrre 

10=(3orvacnxt  tcv^le. 

P.  P.x  \A9i'.\e,  ^rsvaix- 


L 


v 


51)  HoxO  of-tea  6ifcre  tr^al  ^ccrides  d.Y&idsi? 


\~eMz?ty  vnoaKk 
2- every  2_ 

3= every  3 
4-evrry  4 
5^every  5 
-6=^ Very  6  awnlivs' 


V-evfry  7  vniral-ivS 
^msTrvVks' 
^  eVev'y  3  vyvvihfuS 
l^x’iess  fkftit  yrl yr 
U  -» ’verRoai  1  able. 

12= inz>n&-  d  yearns  1 


*r 


uj 


£2}  {•£ o w  oftevc  was  s<artovv  eh©} e^teP^C  dra^? 
Hever^  IrtiaVitk  *t-~euvty  *p  Vaniks- 

2 s  every  2-  toimfcks  &=■■  every  3  vnovT-ths 
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Dear  Dr 


The  final  phase  of  the  End  Stage  Penal  Disease  grant  by  the  Connecticut 
Regional  Medical  Program  was  to  assist  the  newly  found  network  in  the  de¬ 
velopment  of  methodologies  to  measure  the  quality  of  medical  care  in  the 
various  stations. 

Such  assistance  should  be  directed  toward  testing  at  least  one  approach 
to  such  measurement  and  of  identifying  more  specific  areas  where  in  depth 
peer  review  should  be  undertaken. 

Mr.  Michael  Owens ,  a  fourth  year  medical  student  at  Yale,  has  been  devoting 
considerable  time  to  this  program  with  consultation  with  Dr.  Finkelstein. 

The  methodology  to  be  tested  is  based  on  the  process  of  care  patients  in 
ESRD  are  receiving  in  Connecticut.  It  was  necessary,  therefore,  to  obtain 
frcm  physicians,  treatment  protocols  which  would  give  seme  fix  on  what 
diagnostic  teats  and  treatment  procedures  the  patients  should  receive.  The 
second  part  of  the  report,  then,  will  compare  these  standards  with  a  sample 
of  patient  charts  in  order  to  determine  compliance  with  recognized  cri¬ 
teria  for  high  quality  care. 

What  is  new  required  is  the  completion  of  the  attached  protocol  by  Mr. 

Owens  on  a  sample  of  patients  under  care  at  your  hospital  or  station.  Mr. 
Owens  will  contact  you  in  the  near  future  in  order  to  arrange  for  such  data 
gathering. 

No  patient,  physician,  or  station  will  be  identified  in  the  report  of  this 
phase.  The  purpose  of  the  study  is  not  to  measure  the  quality  of  care,  but 
to  test  a  methodology  for  such  measurement.  A  complete  report  of  the 
findings  will  be  submitted  to  the  network. 

We  would  appreciate  your  cooperation  in  this  endeavor  and  thus  bring  to  a 
final  closure  the  ESRD-CFMP  grant. 


Very  truly  yours. 


Purchase  Order  M-3 

Yale  University 
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'HAEL  H,  OWENS 
1  DAGGETT  ST.;., 

:  HAVEN,  CONN.  06511 
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DESCRIPTION  OF  ITEMS  AND/OR  SERVICE 


TITLE  2  ..  END  STAGE  RENAL  DISEASE 
CRITERIA  AND  STANDARDS  DEVELOPMENT. 

ESTIMATED  TOTAL  TIME  -  500  HOURS, 

PURPOSE  OF  THE  STUDY:  1,  TO  DEVELOP 
AN  INSTRUMENTAL  DATA  ABSTRA-CT  SHEET 
DERIVED  FROM  RECOMMENDED  TESTS  FOR 
PATIENTS  WITH  E.S.R.D,  AND  2,  TO 
TEST  THIS  INSTRUMENT  AGAINST  A  SAMPLE 
OF  E.S.R.D.  CENTER  BASED  PATIENTS 
IN  CONNECTICUT. 

DATEDCl2/2^^RMED  INV0ICE  ATTACHED- 


PURCHASE  ORDER 

NO-  48T819 


THIS  NUMBER  MUST  APPEAR  ON 
ALL.  INVOICES  PACKAGES  PAc  K 
ING  SUPS,  ft  BILLS  OF  LAOINi, 


SHIP  TO:  YALE  UNIVERSITY 

SERV.  PERFORMED 


BILL  TO: 

(3  COPIES) 


VE  AT  YALE  BY 

SHIP  VIA 

FOB 

TERMS 

C  D 

DEL, 

n50 

NEW  HAVEN,  CT. 


YALE  UNIVERSITY 
BOX  1301 A  YALE  STA. 
NEW  HAVEN,  CT.  06520 


REPLY  TO:  G(  T(jRNER 

BOX  I  501  A,  YALE  STA  ,  NEW  HAVEN.  CT 


UNIT  PRICE  %  DISC 


$800.00 


Date:  November  23,  1977 

To:  Francis  L.  Crowley 

From:  John  D.  Thompson 

Subject:  Mr.  Michael  Owens 


Mr.  Michael  Owens  is  preparing  a  report  on  the  ways  of  measuring  the 

°fpatlent  care  in  the  End  Stage  Renal  Disease  Smecfi^ut 
Network.  Hus  report  was  part  of  the  Original  R.M.p!  prono^l  Mr 

ens  was  to  be  paid  $1,000  for  the  report  and  startedhathering  data 
curing  tne  summer.  This  report  will  be  due  May  19711  °  8 

Since  Mr.  Owens  has  already  incurred  some  expense  in  this  endeavor  I 
time?  appreClate  pa>™mt  of  80  Percent  of  the  agreed  upon  fee  at  this 


5  o  k.  ^ 
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cc:  R.  Simmons 
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r 
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Date: 


7rom: 

Subject. 


) die  Uunvrsilx 

INTER-OFFICE  CORRESPONDENCE 


March  30,  1977 

Dr.  Paul  Doolan 

Fredric  0.  Finkelstein,  M.  D. 

Quality  of  Care 


Quality  of  Caro 


The  guidelines  of  the  quality  of  care  committee  should  provide 
the  framework  within  which  each  unit  can  be  reviewed.  Each  ufri'-t  - 
should  be  expected  to  define  their  basic  medical  practices  to  re¬ 
viewing  committees  concerning  the  points  listed  below.  The  purpose 
of  these  guidelines  is  not  to  dictate  practices,  but  to  insure  that 
each  problem  be  dealt  with  in  a  consistent  and  reasonable  fashion. 
Units  should  not  be  expected  to  file  written  reports,  but  just  re¬ 
spond  verbally  during  a  site  visit. 

I . t  General  Data 

A.  In-Center  Hemodialysis 

1)  #  patients  treated 

2)  dialysis  duration 

a)  times /week  b)  hrs. /shift 

3)  equipment 

d)  pattern,  cf  nurses  &  technician  staffing 

B .  Limited-care  Hemodialysis 

1)  A  patients  treated 

2)  dialysis  duration 

a)  time s /week  b)  hrs. /shift; 

j)  equipment 

A)  pattern  of  nurses  &  technician  staffing 

C .  In-Center  Peritoneal  Dialysis 

1)  #  patients  treated 

2)  dialysis  duration 

a)  times/week  b)  hrs. /shift 

3)  equipment 

4)  pat  tern  of  nurses  &  technician  staffing 


* 
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1 1 ;  Homo  llcmodia  L  ysi.s  Training 

a)  #  beds  allocated  to  home  training 

b)  equipment  used  . 

c)  dialysis  duration  and  frequency 

d)  outline  of  training  program  and  staffing  patterns  used 

e)  which  patients  are  considered  for  home  training 

f)  how  are  patients  evaluated  for  home  training 

g)  is  it  offered  to  all  patients  -  - 

h)  how  many  patients  has  your  unit  tried  to  home-train 
how  many  successfully  dialyzed  at  home 

how  many  successfully  dialyzed  at  home  and  then  returned  to 
in-center  dialysis 

i)  #  patients  home-trained  last  year 
III.  Home  Peritoneal  Training 

a)  #  beds  allocated  to  home  training 

b)  equipment  usee 

c)  dialysis  duration  and  frequency 

d)  outline  of  training  program  and  staffing  patterns  used 

e)  which  patients  are  considered  for  home  training 

f)  how  are  paaients  evaluated  for  home  training 

g)  is  it  offered  to  all  patients 


h)  how  many  patients  has  your  unit  tried  to  home-train 
how  many  successfully  dialyzed  at  home 

how  many  successfully  dialyzed  at  home  and  then  returned  to 


in-center  dialysis 

i)  #  patients  home-trained  last  year 


. 


I V .  Candida L es_  for  cli i~o 1 1  i  c  d  i  a  I y :  j i n 

a)  criteria  for  admissl.orf  To 'dia lys is  progr; 


mi 


b)  arc  any  patients  excluded  from  dialysis?  If  so,  explain. 

c)  criteria  for  assignment  to  different  treatment  modalities 

1)  hemodialysis,  in-center 

2)  hemodialysis,  home 

3)  hemodialysis,  limited  care 

A)  peritoneal  dialysis,  in-center 
5)  peritoneal  dialysis,  home 
V .  Mortality  Rate 

a)  #  deaths  during  last,  year  in  different  treatment  modalities 


1)  hemodialysis,  in-center 
•  2)  hemodialysis ,  home 

3)  hemodialysis,  limited  care 
A)  peritoneal  dialysis,  in-center 
5)  peritoneal  dialysis,  home 
VI .  ^Problem  Ar ea~s| 

A.  Os teodysrror rv 


1)  how  is  presence  of  checked^for? 

2)  treatment  cf: 

a)  clinical  osteodystrophy 

b)  radiological  osteodystrophy 

c)  no  osteodystrophy 

(details  of  use  of  phosphate  binders,  calcium  concentrations  and  bath 
use  of  vi tamijL-D— p^eepar-atdrons-; — supplemental  oral  calcium,  types  of 
x-rays  taken,  criteria  for  interpretation  of  x-rays,  use  o£  bone 


biopsies ) 


JJ .  Anemia 

1)  how  ir;  anemia  evaluated 

2)  treatment 

3)  mean  and  ranges  of  Hot  of  patients 

(details  of  folate  and  iron  supplements,  use  of  androgens  evaluation 
of  h  emolysis,  how  frequently  Hct's  are  checked,  how  iron  deficiency 
is  checked  for) 

C .  Hypertension 

1)  evaluation 

2)  treatment 

3)  indications  for  nephrectomy 

(details  of  blood  pressure  monitoring,  use  of  antihypertensives) 

D.  Neuropathy 

1)  evaluation 

2)  treatment 

(details  of  how  neurological  status  is  followed  and  what  changes  in 
management  are  recommended  for  patients  with  neuropathy) 

E .  Activity 

a)  what  1  of  patients  are  working  or  in  school? 

r..i  i  x_ _• _ 

J-  VX  ju  JL  U  XUlC 

part  time 

b)  %  of  patients  in  National  Kidney  Foundation  functional  classer 

I _  II _ . _  III _  IV _ 

F .  Contamination 

1)  how  and  where  are  non-hepatitis  infected  patients  dialyzed 

2)  Hepatitis 

a)  how  often  do  you  check  for  Australian  antigen 

b)  do  you  have  any  patients  or  staff  members  with  hepatitis 

if  yes,  how  have  you  dealt  with  the  problem  ' 
if  no,  how  would  you  deal  with  it. 


3)  have,  or  had  any  pa  Lien  l  or  staff  member  wiili  hepatitis 


VII 


VIII 


how  did  you  deal  with  this  problem? 
Vascular  Access 


a)  70  patients  with  fistula 

b)  %  patients  with  shunts 

c)  70  patients  with  grafts 

Routine  Laboratory  Testing 


1)  wrist 

2)  ankle 

3)  antecubital 

4)  other 


IX.  Transplantation 


a) 

what 

pat 

b) 

is  t 

rans; 

c) 

how 

many 

d) 

how 

many 

e) 

t  o  w 

hat 

n 

wna  r 

art 

^  a-  ~  n 

L-  i—  tl  -i- 


last  yeai 


f')  what-  artsrrp- an ts  have  been  made  for  tissue  tvDin? 
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Yale-New  Haven  Hospital 

7M  Howard  Avoriun  •  Now  I  lavori.  Connncticut  0(5'. 0-1 


April  11,  1977 


Paul  Doolan,  1-ID 
St.  Mary’s  Hospital 
56  Franklin  Street 
Waterbury,  Connecticut  06702 

Dear  Paul: 

Enclosed,  please  find  a  copy  of  the  optimal  guidelines  of  practice  for  Hephrclo^y 
Sociai  Workers.  This  material  is  the  result  of  a  "brain  storming",  session  we 
did  as  part  of  our  agenda  at  our  scheduled  meeting  held  March  22,  1977  -t 
St. ^ Raphael's  Hospital. 


In  our  attempt. to  respond  to  the  request  of  the  Quality  of  Care  Committee  -  we 
have  tried  to  identify  broad  universal  goals  that  can  relate  to  all  Connecticut 
Dialysis  Units,  Therefore,  these  guidelines  are  acceptable  to  all  Connecticut 
IJephrology  Social  Workers  at  this  time.  More  definitive  definitions  can  be 
developed  laoer  if  its  mucually  beneficial  to  the  Social  Workers  and  the  net¬ 
work. 


I  have  also  enclosed  a  copy  of  the  psycho-social  data  base.  We  hope  to  begin 
using  this  month.  Where  this  information  will  be  kept  and  how  it  will  be 
shared  with  other  dialysis  staff  members  will  be  left  to  the  judgment  of  each 
social  worker,  because  communication  patterns  and  unit  structures  are  so  diverse W 


,  The. ITephrology  Dietitians  of  Connecticut  also  met  recently  and  have  compiled 
their  optimal  guidelines  of  practice.  A  copy  is  enclosed. 

I  look  forward  to  our  next  Quality  of  Care  Meeting. 


cc . 


Sincerely, 


1  \ 

Jenny  Kitscn 

Social  Worker- Dialysis 


Wendell  Stevenson,  Connecticut  Kidney  Foundation 

920  Farmington  Avenue 

West  Hartford,  Connecticut  06107 

Ms.  Linda  Press,  Community  Health  Studies 
60  College  Street  -  LEPH  105 
New  Haven,  Connecticut  06^10 


Telephone: 


1826  -  1976  •  150th  Anniversary 


Qua I.  i.  ly  of  (’are  Euboornrni.  tteo 


The  state  department  oC  health  has  standards  Tor  dialysis  facilities. 

Ms.  Swanson  has  recommended  the  standards  developed  by  A  Ah  NT  Tor  hemodialysis, 
home  training  and  peritoneal  dialysis.  They  are  thoughtiul,  responsible  stand¬ 
ards.  Mrs.  Kitsen  and  the  social  worker  have  also  developed  policies  that  assure 
us  of  the  indicated  support  needed  in  this  area.  We  have  a  number  of  outstanding 
dietitians  in  the  state,  more  than  one  thoroughly  acceptable  manual  for  the  ESRD 
patient  and  hence  a  solid  competence  in  this  area  as  well.  Dr,  Fred  Finkelstein 
has  submitted  specific  thought  and/or  comments  on  selection  census,  staffing, 
equipment  and  training.  He  has  included  the  issues  of  mortality,  vascular  areeqs, 
routine  lab  and  transplantation  as  well  as  the  problem  areas  of  osteodystrophy, 
anemia,  hypertension,  neuropathy  activity  and  contamination.  Dr,  John  Maher 
has  commented  on  many  of  the  same  matters  and  in  addition  ones  that  we re  of  a 
more  investigational  nature  such  as  mean  generation  times. 

Related  to  but  independent  of  the  above  efforts  you  have  the  long  hard  work  of 
Drs.  Grant  and  Silverman  in  Bridgeport  and  Dr.  Gelfman  in  Danbury  to  develop 
information  systems.  The  systems  have  not  been  designed  for  the  same  purpose 
one  being  patient  and  the  other  problem  oriented.  In  addition  to  all  of  this 
we  have  the  California  guidelines. 

There  is  therefore  no  lack  of  standards  and  criteria.  The  prudential  course 
for  this  committee  may  be  to  simply  sort  out  criteria,  tabulate  them  and  submit 
that  to  the  MRC  for  their  consideration.  It  may  all  come  down  to  this  anyway 
for  these  will  be  the  realities  of  compliance  with  federai  guidelines.  The 
only  additonal  requirements  would  be  to  maize  some  gestures  on  behalf  of  trans¬ 
plantation  and  peritoneal  dialysis.  If  the  coucil  so  wishes  they  can  move  to  - 

a.  instruct  the  quality  care  committee  to  do  this. 

b.  so  instruct  with  the  MRC  members  as  a  joint  committee. 

There  is  however  some  policy  issues  I  would  like  to  raise  for  consideration. 

One  issue  centers  on  computers  and  compliance  while  the  related  one  has  to  do 
with  audit.  My  preference  woudd  be  for  minimal  stnadards  and  criteria  and  only 
the  most  epidemiological  type  of  information  for  the  computer.  I  am  speaking 
in  terms  of  a  BP,  wt ,  Hb,  K  and  Cr,  age,  sex  and  dates.  The  emphasis  would 
be  on  task  forces  that  address  themselves  to  specific  problems  such  as  - 

1 .  Ho'w  do  you  evaluate  the  BP? 

2.  that  have  autopsies  on  dialysis  patients  shown? 

3.  Which  patients  have  done  the  best  on  dialysis  and  why?- 

1|.  What  is  the  mortality? 

Each  of  these  questions  involve  other  questions  but  the  intention  Is  to  use 
them  as  examples.  The  social  workers  might  wish  to  look  at  the  percents  work¬ 
ing  and  dietitians  might  wish  to  examine  the  influence  of  drugs  on  appetite. 

The  contention  is  that  addressing  questions  such  as  these  would  Insure  a  mean¬ 
ingful  involvement  of  more  of  the  nephrologist  and  their  colleagues;  it  would 
allow  us  to  look  at  questions  of  our  own  choosing  when  we  chose  to  do  so;  it 
would  be  a  better  learning  experience  than  audit. 
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NKPJ1RQL0GY  SOCIAL  WORKERS  01'  COilWECTLCUT 


In  response  to  the  request  of  the  Quality  of  Care  Committee  of  Network 
2/  -  We  the  Nephrology  Social  Workers  of  Connecticut ,  have  attempted 
to  define  basic  Guidelines  for  optimal  professional  practice.  In 
order  to  define  standards  of  practice  we  find  it  advantageous  to 
focus  on  the  following  three  broad  categories.  Patient -Team  Member 
and  Social  Worker. 

PATIENT : 

ij  Caseload:  One  full  time  social  worker  per  ^0 

patients* *,  assuming  availability  of  allied  mental 
health  professionals  for  consultation  and/ or  services . 

Also  reasonable  geographic  distribution  of  dialysis 
units,  referral  sources  and  patient  population. 

2)  Referral  to  Social  Services:  Patients  identified  as 
dialysis  candidates  should  be  referred  as  soon  as 
possible,  no  later  than  when  vascular  access  is  being 
discussed  or  considered. 

3)  Social  Work  Services  to  Patients: 

^  a)  Minimum  direct  patient  contact-weekly 

b)  Opportunity  for  group  approach  as  well  as  individual 
casework  services 

=*  c)  Family  conferences  with  and  without  other  team  members 

Ad)  Hone  visits 

e)  Coordination  of  Community  Resources 
TEAM  MEMBERS: 

1)  Social  Worker  to  participate  in  patient  care  conference 
and  goal  setting, 

2)  Staff  development:  Social  Worker  should  be  available  to 
staff  for  consultation  and  education. 

3)  Social  Worker  would  participate  in  community  education 
as  a  team  member. 


*  Stated  in  tentative  guidelines  of  National  Council  of  Nephrology 
Social  Workers . 


-  2  - 


SOCIAL  WORKER: 

1)  Responsibility  for  providing  psychosocial  data  base 
and  ongoing  case  recording  of  significant  information. 

2)  Availability  of  appropriate  on  site  office  for  inter¬ 
viewing  . 

3)  Opportunity  for  professional  development  attending 
workshops ,  conferences  and  continuing  formal  educa¬ 
tion.  Encourage  membership  in  Professional  Organi¬ 
zations  for  mutual  support  and  sharing  of  knowledge 
and  experience . 

•  Respectfully  submitted, 


N.S.W.C.  Committee  Members 
Jenny  Kitsen, 

Yale-New  Haven  Hospital 

Florence  Kraut, 

Norwalk  Hospital 

Diana  Tomlin, 

Bridgeport  Hospital 
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NEPHROLOGY  SOCIAL  WORKERS  01*’  CONNECTICUT 


In  response  to  the  request  of  the  Quality  of  Care  Committee  of  Network 
27  -  We  the  Nephrology  Social  Workers  of  Connecticut,  have  attempted 
°^ClC  ^ne  ba?ic  Guidelines  for  optimal  professional  practice.  In 
order  to  define  standards  of  practice  we  find  it  advantageous  to 
focus  on  the  following  three  broad  categories.  Patient-Team  Member 
and  Social  Worker. 


PATIENT: 

lj  Caseload:  One  full  time  social  worker  per  ho 

patients*,  assuming  availability  of  allied  mental 
health  professionals  for  consultation  and/or  services. 
Also  reasonable  geographic  distribution  of  dialysis 
units,  referral  sources  and  patient  population. 

2)  Referral  to  Social  Services:  Patients  identified  as 
dialysis  candidates  snould  be  referred  as  soon  as 
possible,  no  later  than  when  vascular  access  is  being 
discussed  or  considered. 

3)  Social  Work  Services  to  Patients: 

**  a)  Minimum  direct  patient  contact-weekly 

b)  Opportunity  for  group  approach  as  well  as  individual 
casework  services 

c )  Family  conierences  wioh  and  without  other  team  members 
A  d)  Home  visits 

e)  Coordination  of  Community  Resources 
TEAM  MEMBERS: 

1)  Social  Worker  to  participate  in  patient  care  conference 
and  goal  setting. 

2)  Staff  development:  Social  Worker  should  be  available  to 
staff  for  consultation  and  education. 

3)  Social  Worker  would  participate  in  community  education 
as  a  team  member. 


*  Stated  in  tentative  guidelines  of  National  Council  of  Nephrology 
Social  Markers . 


1 

M-  + 


GUIDELINES  FOR  NUTRITIONAL  CAR]':  OF  ESRD  PATIENTS 


Dietitian  is  responsible  for: 

scssment  of  nutritional  status  with 
tions  for  dietary  management.  This 
vo Ives  identifying  problems  and  re- 
etermining  patient  need_s_  and_  evaluating 
— learn  and  attitude  toward  dietary 
• 

evide n  c  e_o  f_  nutri t i on  e  due  a  t i on  and 
compat ible  wi th  patient's  ability,  to 
is  process  must  include  planned  oppor- 
or  patients  to  demonstrate,  in  a  measurable 
understanding  of  dietary  management. 

3.  Intervention  when  nutritional  goals  are  not  met  to 
an  acceptable  degree.  This  should  be  judged  on 
basis  of  recognized  nutritional  recommendations 
for  ESRD  patients,  the  policies  of  the  ESRD  facility 
and  individual  patient  situation. 

4.  Follow-up  assessment  at  least  every  Jzhree  months. 

Respectfully  submitted  by: 


Initial  as 
"re  commend  a 


process  in 
sources ,  d 


ability  to 
management 


Documented 
follow-up 
learnT  Th 
tunities  f 
way,  their 


Committee  of  Nephrology  Dieticians 

Jacquelyn  S,  Cost,  R.D. 

Veterans  Administration  Hospital 
West  Haven,  Conn. 

Ethel  Hall,  R.D. 

St.  Raphael's  Hospital 
New  Haven,  Conn. 

Mary  II.  Misiasek,  R.D. 

St.  Mary's  Hospital 
Waterbury,  Conn. 


Mary  Jane  Hal li day,  R.D. 
Danbury  Hospital 
Danbury,  Conn. 

Betty  Schmitt,  R.D. 
Yale-New  Haven,  Hospital 
New  Haven,  Conn. 


POPULATI  OU :  -  ' 

As  of  W77,  9  patient,  8  on  Hemodialysis,  and  I,  on  ~v  * 
pcritonia'l  dialysis. 

FREQUl^OY  0^_g0CIAIJ.70RK  CONTACT; 

Worker  makes  daily  rounds. 

Ok  8001  AT,  WOT? 'KER  I  IT  DIAI  ,YS  1 8  I  IN  I T : 

Rp^he  social  worker  in  the  dialysis  unit  is  to 
assess  the  psychosocial  reeds'- of  th e  p aETciTt s~^a fTd'~thr>i r 
families  and  to  help  meet  these  nceds.Also ,  the~work^?  tries 
to  be  involved  with  other  nephrology  social  workers  so  as 
to  enhance  her  professional  expertise  and  thus,  enhance 
quality  of  care  to  her  patients, 

PSYCHOLOGICAL  DIMENSION : 

Along  the  Psychological  PI tension ?  the  worker  assists  the 
patient  and  his  family  in  adjusting  to  the  patient’s  renal 
disease.  She  helps  the  patient  and  family  to  rope  with  the 
life  style  changes  that  might  occur  as  the  patient  starts 
dialysis  and  encourages  the  patient  and  family  to  interact 
with  each  other  and  within  the  community  as  closely  to  the Jr 
former  life  style  as  before  the  onset  of  dialysis  treatment. 
SOCIAL  DUELS  I OE  : 


■H.1UIJ&  i/ii„  LP-LEsL. — tAALiiliLifPil ?  '-ut!  wux’ker  ast>itjta  the  patieut 

in  securing  the  financial  and  social  services  that  he  is 
entitled  to  and  that  are  needful  for  him.  This  involves 
overseeing  that  the  patient  receives  adequate  insurance 
coverage,  this  often  involving  Medicare  and  State  Welfare 
services,  and  also  involves  arranging  for  all  other  community 
services;  for  example,  transportation  and  vocational  coun¬ 
seling,  ./hat  the  patient  requires  in  order  that  his  life¬ 
style  can  be  as  normal  and  rewarding  as  possible  with  chronic 
renal  failure. 

COMMUNITY  CONTACT : 

A  dialysis  social  worker  needs  contact  with  other  dialysis 


order  to  enhance  quality  care  toward:;  the  patient  and  bin 
family. 


One  such  outlet  for  this  is  the’ Counsel  of  Nephrology  Social 
Workers.  This  is  an  organization  founded  in  1 975  with  the 
primary  purpose  of:  1.  professional  on-going  education  and 
sharing  of  information  and  to  comment  upon  and  recommend 
legislation  re  pearling  social  services  and  2.  to  serve  in  an 
advisory  capacity  to  the  National  Kidney  Foundation  and  the-  . 
other  organizations  of  the  social  work  profession,  and  on 
the  psychosocial  issues  and  problems  that  confront  kidney 
patients. 

The  local  chapter  of  the  CKSW  consists  of  all  renal  social 
workers  in  Connecticut  and  meets  approximately  once  monthly. 
The  last  meeting  of  which  v;as  held  on  3/22/77  at  St.  Raphael’s 
Hospital  in  New  Haven,  Connecticut.  The  agenda  at  that 
meeting  involved  finalizing  the  final  revisions  of  the  social 
service  record,  a  social  service  form  especially  drafted  by 
this  chapter  for  use  in  the  dialysis  unit  to  be  kept  in  the 
patient’s  chart. 


;  UMIVKR5JITY  OI’  CONNECTICUT 
ILTH  CENTER 


March  14,  1977 

Dr.  Paul  Doolan 
St.  Mary's  Hospital 
56  Franklin  Street 
Waterbury,  CT  06702 

Dear  Paul : 

The  enclosed  comments  or  rather  series  of  questions  are  intended  to  help 
survey  the  quality  of  medical  care  of  maintenance  dialysis  patients. 

Excluded  are  considerations  of  monitoring,  e.g.  for  air  embolism  or  dialy- 
zer  leaks.  Other  pertinent  exclusions  assumed  to  be  covered  elsewhere  are  as 
follows:  Are  all  patients  seen  by  a  dietician,  are  all  encouraged  to  home  dialy¬ 
sis,  etc. 

If  the  council  wants,  there  is  extensive  information  available  from  the 
Monterrey  Conference  and  the  3oston  study,  but  as  they  could  easily  dismiss  these, 
1  do  not  favor  so  lengthy  a  report. 

With  best  wishes, 

Sincerely  yours , 

John  F.  Maher,  M.D. 

M /-T f  /-» mo 

I  I  KS  l  V - >  W  I  .  .  V  t  .  1^. 

Director,  Division  of  Nephrology 


JFM :  a  j  1 
Enclosure 


TOOL  QE  MEDICINE 

PMTMCTON,  CONNECTICUT  06032 


In  assessing  f.ho  quality  of  medical  care  provided  for  maintenance  dialysis 
patients,  the  following  should  be  considered.  „ 

How  is  hemodynamic  status  evaluated?  During  dialysis,  what  assessment  is 
made  to  anticipate  and  recognize  volume  depletion  and  how  is  it  managed?  What 
is  done  to  evaluate  recurring  hypotension  and  how  is  it  prevented?  How  is  per¬ 
sistent  hypertension  evaluated  and  managed?  How  often  are  the  end  organ  effects 
of  hypertension,  e.g.  heart,  retina  evaluated?  Is  there  evidence  that  uremic 
cardiopathy  is  sought  regularly?  What  cardiovascular  drugs  are  given?  ^  X 

.  When  pruritis  occurs,  what  is  done?  When  a  skin  rash  is  recognized,  how  is 
it  evaluated? 


How  is  mental  function  assessed  and  how  often?  How  is  peripheral  nerve 
function  assessed?  What  is  done  if  abnormalities  are  found?  How  often  is  a 
neurological  exam  performed? 

How  is  the  gastrointestinal  tract  assessed  and  how  often?  What  assessment 
of  dietary  intake  is  made?  What  is  the  mean  net  urea  generation  rate  of  the  pat¬ 
ients?  How  often  are  serum  proteins  measured  and  what  fraction  of  patients  have 
low  values?  Are  vitamins  prescribed  routinely  and  if  not,  how  is  deficiency  ex¬ 
cluded? 

How  often  is  anemia  assessed  and  what  is  mean  hematocrit  of  the  population? 
How  often  are  transfusions  given.  Is  iron  supplementation  routine  and  if  not, 
how  is  deficiency  excluded?  What  is  the  indication  for  more  thorough  investiga¬ 
tion  of  anemia  and  what  fraction  of  patients  have  been  so  investigated?  How  is 
the  incidence  of  abnormal  bleeding  assessed?  How  is  bleeding  investigated? 


What  measures  are  used  to  prevent  local  infection.  Is  body  temperature 
taken  routinely,  on  suspicion,  or  never?  Is  white  cell  count  measured  periodi¬ 
cally? 


What  assessment 

»•  .  _j j  .  .  _ 

I  UU  I  ^11!  )  Ol  UO  UCUUJb  t 

cium  is  prescribed? 
Has  the  water  supply 


is  made  of  bone  disease?  What  is  the  incidence  of  hyperparathy 

- I-  .  .  *5  '  '  ^  -C  x.  ^  ^  ^  vi-vdi  Ufh  a  +*  Ka+’li  1  „ 

'«/  I  .  r  .  *  J  Vw»  VI  O  I  Ul.  I  i  VAIS—  »-/  w  I  I  W  «  

Has  dialysate  water  been  tested  for  calcium  or  deionized? 
been  tested  for  trace  metals? 


Have  serum  lipids  been  measured  on  the  patients?  Is  there  an  assessment  of 
endocrine  abnormalities? 

.  What  is  the  mean  clearance  of  patients  starting  dialysis?  How  often  is 
/v’b'clea ranee  measured  in  nephric  patients?  What  is  the  mean  clearance  of  patients 
1  to  2  years  after  starting  dialysis? 


V, 


|V\-|0 


hemodialysis  blood  studies 


WEEKLY  ~ 


Hct 

Ca*PO 


-  1/2  cc  pcdi  lavender  tube  (if  done  in  unit) 

1  cc  pedi  lavender  tube  (if  sent  to  lab) 

2  cc  pedi  red  top  tube  -on  patients  newly  started  on  DHT  & 

Calcium  until  Ca  &  PO.  stabilize 

Glucose  -  2  cc  grey  top  tube  -on  insulin  dependent  diabetics 


EVERY  DIALYSIS  - 


Hct 


-  If  evidence  of  falling  Hct  -  1/2  cc  pedi  lavender  (in  unit) 

t  1  cc  pedi  lavender  (in  lab) 

Potassium  —  If  K  greater  than  6  meg/L  —  2  cc  pedi  red  top 

Glucose  -  During  regulation  of  insulin  dose  -  2  cc  gray  top  tube 


EVERY  2  WEEKS  - 


Potassium 
MONTHLY  - 


Bun 

Creatinine 
Ca  *-  PO^ 

Aik.  phosphatase 
SGOT 

Australian  Antigen^ 
CBC 

Platelet  count 


1  full  large  red  top  tube 
1  full  pedi  red  top  tube 


1  full  pedi  lavender  tube 


QUARTERLY  -(JANUARY,  APRIL,  JULY,  OCTOBER) 


Iron 

Iron  Binding  Capacity 
Complete  Electrolytes: 


^  2-1/2  large  red  top  tubes 


BUN 
Cr 
Na 
Cl 
K* 

hco3 

Ca 
P04 

Aik.  Phosphatase 
SGOT  J 

Australian  Antigen  -  1  full  pedi  red  top 
CBC  \ 

Platelet  count  J  2  cc  pedi  lavender 


LSEHI -ANNUALLY  -  (JANUARY  AND  JUNE) 

3  large  red  tops 


Magnesium  'v 
Triglycerides | 
Choi  este  rol  J 
Glucose 


2  cc  gray  top  tube 


f  i  H  li\if  L 


I  /'uui  /oyO  ,/w.Ac 


■ 


Hepatitis  Screening  of  Patients 


Ml  new  patients  prior  to  admission  to  unit  must  have  bloods  drawn  for 

| 

1.  Australian  antigen 

' 

2.  SGOT 

All  patients  must  have  blood  drawn  monthly  for  .  . 

t  * 

1.  Australian  antigen 

2.  SGOT 

If  SGOT  is  elevated,  complete  liver  function  tests  must  be  drawn. 

If  Australian  antigen  Is  positive  after  repeat,  patient  and  all  equipment  used 
on  patient  must  be  isolated.  Hospital  administration  must  be  informed  in  order 


to  arrange  isolation  facilities. 


Danbury  Hocpltal  the  community  health  center 

Danbury,  Connocticut  06810  Telephone  203-797-7000 


June  2,  1977 


Mr.  Royal  A.  Crystal 
ESRD  Program  Director 
Room  16A-16 
5600  Fishers  Lane 
Rockville,  Maryland  20857 

Re:  NCC  #27  RESPONSE  TO  THE  CALIFORNIA  REGIONAL  MEDICAL  PROGRAM  PROJECT  REPORT. 


Dear  Mr.  Crystal: 

In  response  to  your  request  of  April  20,  1977,  I  would  like  to  submit  the 
formal  comments  of  NCC  #27  in  regards  to  the  California  Regional  Medical  Program 
Project  Report.  In  reviewing  this  document  you  requested  feedback  on  both  its 
usefulness  and  clarity.  Our  response  will  consist  of  both  general  comments  and 
specific  remarks  by  council  members  and  staff. 


Reviewing  the  California  RMP  project  provided  an  interesting  framework  to 
begin  the  formulation  of  our  needs  for  a  quality  of  care  review  system  for 
Connecticut.  It  is  evident  that  the  California  project  was  a  substantial  under¬ 
taking  which  required  a  Task  Force,  an  interdisciplinary  staff,  and  considerable 
fiscal  resources.  It  is  clear  that  many  Networks  will  not  have  similar  resource^ 
available  to  develop  such  a  comprehensive  review  system  in  a  short  time  period 
Never-the-less ,  we  think  that  it  is  critical  to  the  meaningful  interest  and  co¬ 
operation  of  our  member  units  that  a  program  such  as  t.he  California  project  be 
developed  onsite  in  the  respective  networks  with  the  full  participation  of  thei- 
members.  (Please  see  attachments  A  &  B)  Therefore,  we  are  in  agreement  with 
the  conclusion  of  the  Task  Force  which  stresses  the  necessity  for  locally  de¬ 
veloped  criteria  as  a  basis  for  the  Medical  Review  Board  functions.  We  also 
concur  with  the  need  for  MRB  unanimity  in  the  criteria  setting  process. 


In  considering  the  informational  needs  of  the  Medical  Review  Board  we  agree 
with  the  Task  Force’s  reeommenda tion  that  local  augmentation  of  the  National  ESRD 
Medical  Information  System  is  essential  to  a  successful  quality  ol  care  review 
system.  Over  the  past  two  years  we  have  developed  a  registry  of  our  units  and 
patients  which  will  provide  the  basis  for  local  imp! ementat ion .  This  process  is 


(coni:' (I,  page  two) 


commented  on  by 
Attachment  "C". 
also  enclosed  fo 


our  Information  Coordinator,  Mrs.  Margaret  Dunnington  in 
Our  basic  data  collection  instrument  and  a  model  study  are 
r  your  information  and  review. 


At  th^„ time  visualize  a  staff  component  which  will  consist  of  an 

^lreCt0r’  3  Part“tlnie  health  professional,  whose  sole  responsibility 
wi.il  ,be  t°.the  MRI3,  and  our  present  information  coordinator .  We  view  this 
staffing  pattern  as  the  necessary  core  for  optimal  NCC  and  MRB  functioning. 

The  initial  fiscal  appropriation  will  be  sufficient  with  the  addition  of  local 
RMP  monies  for  our  first  year  of  operations.  This  assessment  is  based  on  the 
fact  that  computer  time  has  been  donated  on  an  in-kind  basis.  We  would  anticipate' 
that  additional  monies  maybe  necessary  to  support  our  commitment  to  information 
and  data  gathering  on  a  local  level  in  our  second  year  of  operation. 


In  regards  to  the  relevance  of  specific  criteria  sets  we  submit  the  following 

suggestions.  Many . the  proposed  criteria  sets , wi 11  best  achieve  the  goal  of 

Ph^  s i cian  commit  men  t  and  interest  in  quality  of  care  review  through  a  methodological 
aPE£?a5i?..which  Ls  based  on  diagnostic-specific  criteria '  Fqt  example,'  the  events 
ti.aLpre-deteril’ine ;  the  ■  decision  to  dialyze  are  different  in  the  foliowing' diagnostic 
group's :  .  Hypertension,  Diabetes  Mellitus,  Polycystic  kidney  Disease,  Gloraerulo- 
n-phri!:is:  Similarly  the  incidence  of  complicating  conditions  such  as  anemia, 
atid  bone  disease  have  different  disease  prevalences.  The  patient 
mix  of  the  unit  with  respect  to  age,  sex  and  race  will  also  influence  applicability 
of_ certain  criteria.  . . . . 


THie  application  of  different  methodological  approaches  in  some  areas  of 
quality  of  care  review  would  seem  to  be  desirable.  For  example,  an  on-site 
survey  by  an  interdisciplinary  team  to  a  transplant  unit  may  actually  result  in 
mere  effective  patient  care  monitoring  than  solely  relying  on  a  statistical 
review  as  described  in  Criteria  Sets  it  15  and  18.  To  achieve  the  goal  of  main¬ 
taining  and/or  improving  the  quality  of  patient  care  a  combination  of  methodological 
approaches  would  appear  to  be  necessary. 


^ b i z i n §  Criteria  Sets  it  10  and  it  11  a  balanced  approach  to  measuring  the 
quality  of  dialysis  would  also  include  a  measurement  of  a  patients’  activity  level 
and  overall  well  being.  Our  experience  indicates  that  some  of  the  most  reliable 
iqclicators  of  quality  of  care  can  be  summarized  by  the  following  points:  ~ 


The  patient's  actual  ability  to  perform  his/her  activities  of  daily  living. 
The  subjective  sense  of  well  being  which  a  patient  expresses  during  an 
individual  dialysis  treatment. 

*7 The  differences  in  respective  unit's  equipment  and  procedures  must  also  be 

as  these  differences  will  effect  such  indicators  as  average' pre-dialysis 
BUN  values.  For  example,  the  use  of  the  Redy  system  or  the  single  needle  method 
».n3f....be  associated  with  higher  BUN  values.  The  uniform  application  of  normative 
chemlca)  indices  potentially  inhibits  the  essential  individualization  of  the  care 
giving  process.  Ihe  art  of  dialysis  is  an  evolving  one  in  which  the  optimum  dialysis 
schedule  and  equipment  (hardware)  choices  are  not  yet  clear.  It  is  important  that 
a  medical  review  system  not  prematurely  inhibit  continued  experience  with  different 
treatment  approaches. 


In  closing  we  would  like  to  concur  in  the  Advisory  Council  recommendation 
that  the  Bureau  of  Quality  Assurance  further  fund  the  demonstration  project  in 
Northern  California  to  complete  an  audit  cycle  in  order  to  determine  whether  this 
typ,e„of  audit  criteria  does  improve  the  quality  of  patient  care.  Perhaps  the 
BQA  would  consider  funding  a  second  project  here  in  Connecticut  where  we  already 
h^ve  a  registry  in  place  and  where  the  predominate  setting  of  dialysis  differs 
§j^gnif  leant  ly  from  northern  California. 


Sincerely  yours, 

Nelson  A.  Gelfman,  M.D. 

Chairman,  Connecticut  Network  Coordinating 
Council  \\21 
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ATTACHMENT  "A" 


TO:  Mr.  Royal.  A.  Crystal 

KSRI)  Program  Director 
Room  16A-16 

5600  Fishers  Lane  ^  . 

Rockville,  Maryland  20857 

FROM:  Mrs.  Jennie  Kitsen 
Hemodialysis  Unit 
Social  Worker 
Yale  New-Haven  Hospital 

RE:  Response  to  California  Regional  Medical  Program  Project  Report. 

-  GENERAL  REMARKS 

I.  I  realize  the  study  for  California  limits  age  (16-55)  and  only 
Medicare  patients  to  one  year  post-transplant  follow  up,  but  it  seems  that 
important  information  should  be  kept  on  patients  of  all  ages  in  order  to  learn 

-about  these  patients.  There  should  also  be  long-term  follow-up  on  all 
transplant  patients  regardless  of  the  Medicare  payment  structure. 

II.  It  would  appear  to  be  necessary  to  adapt  criteria  and  threshold  action 
to  fit  the  differences  in  each  Network.  Around  the  country  geographic, 
population,  socio-cultural  differences  should  be  considered  in  criteria 
development.  For  example,  perhaps  the  percentage  of  patients  in  the  inner- 
city  who  are  able  to  perform  home  dialysis  is  less  than  a  middle  class  area. 

III.  The  need  for  flexibility  in  criteria  application  and  development  should 
be  recognized. 

IV.  It  is  suggested  that  staff  in  each  dialysis  and  transplant  unit  be  trained 
to  retrieve  information  from  patient's  charts  for  MR_B  audit  procedures. 

Would  monies  be  available  to  pay  for  training  and  staff  time?  How  much  time 
would  actually  be  needed  to  abstract  said  information? 

I  am  in  agreement  with  the  statement  that  any  adopted  criteria  or  audit 
system  must  be  agreed  on  by  all  professionals. 

SPECIFIC  REMARKS 

<Q  CRITERIA  SET  #18 

In  regards  to  the  rehabilitation  status  of  transplant  patients  the  issue 
of  the  number  of  patients  who  are  capable  of  work  but  unable  to  gain  employment 
must  be  considered.  How  would  you  define  these  individuals  rehabilitation 
status? 

II.  CRITERIA  SET  /M  . 

I  feel  that  a  Social  Worker  should  be  an  inherent  part  of  the  evaluative 
work-up  of  both  the  transplant  patient  and  the  living  related  donor. 


CRITERIA  SET  // 8  -  TRANSPLANT. 


VwX  The  feasibility  of  a  Social  Worker  being  able  to  realistically  evaluate 
the  rehabilitation  status  of  post-transplant  patients  within  the  first  two 
months  should  be  examined.  For  those  patients  with  medical  complications  this 
time  frame  may  be  unrealistic.  It  is  suggested  that  a  psycho-social  and  re¬ 
habilitation  assessment  is  an  important  component  of  the  transplant  process. 


IV.  CRITERIA  SET  if 9  -  TRANSPLANT. 


In  addition  to  the  Social  Worker  evaluating  a  patient's  psycho-social 
status  at  least  once, the  patient's  rehabilitation  status  should  also  b»*.a  . 
component  of  the  Social  Work  assessment.  It  is  my  experience  that  the  most 
successful  transplant  patients  are  able  to  return  to  work  within  the  first 
year. 


CRITERIA  SET  if 5. 


This  criteria  set  on  Home  Dialysis  seems  to  allow  no  choice  on  the  patient 
part  to  decline  going  home  if  he  wishes  to  remain  in  a  unit  setting.  The 
whole  question  of  freedom  of  treatment  choice  is  an  obvious  issue.  The 
question  of  the  patient's  reason  for  refusing  home  dialysis  on  the  grounds  of 
excess  cost  must  also  be  considered.  The  California  experience  may  be  that  - 
local  or  state  funds  are  available  to  pick-up  the  20%  deductible  which  is  not 
covered  by  Medicare.  In  Connecticut  a  patient's  personal  insurance  must  cover 
the  costs.  However,  many  private  insurance  policies  do  not  provide  this 
coverage. 


VI.  CRITERIA  SET  if  13. 

The  importance  of  adequate  Social  Service  follow-up  of  Home  Dialysis 
should  be  included. 


VII.  CRITERIA  SET  if 25. 

The  stated  criteria  are  presently  included  in  the  data  base  which  has 
been  developed  by  the  Nephrology  Social  Workers  of  Connecticut.  (Copy  attached). 


fall./  CRITERIA  SET  if 26. 

These  criteria  are  reasonable  and  are  included  in  the  Connecticut 
Nephrology  Social  Work  Recommendations.  However,  I  have  some  concern  about 
the  phrase  "when  requested."  This  term  suggests  that  we  cannot  see  all  new 
dialysis  patients  and  that  we  must  wait  for  a  referral  from  a  physician  or 
nurse.  I  would  hope  that  this  would  not  be  an  operational  problem  in  Conn. 

It  is  my  thought  that  all  physicians  have  enough  respect  and  understanding  to 
realize  the  need  for  all  patients  to  be  seen  at  least  once  by  a  Social  Worker. 
At  Yale  and  many  other  units  in  the  state  I  know  that  it  is  assumed  that  all 
patients  will  be  seen  by  a  Social  Worker. 


/ 


IX.  CRITERIA  SET  if 27, 

I  know  that  these  topics  are  discussed  with  some  patients  in  our  units. 
The  availability  of  Social  Work  time  in  some  units  in  Connecticut  is  a  major 
problem  which  also  makes  documentation  in  patients  charts  a  problem.  The 
importance  of  good-record-keeping  procedures  should  be  noted. 

,x\  CRITERIA  SET  if 28. 

^  A  six  to  twelve  month  follow-up  time  frame  is  reasonable  as  a  standard. 

In  many  units  iL  is  done  more  frequently.  The  need  for  information  in  the 
first  three  months  of  dialysis  should  be  addressed  with  the  mechanism  for 
obtaining  this  information  from  the  patient's  family.  The  rationale  for 
interviewing  the  family  is  that  the  patient  is  frequently  too  sick  or  stressed 
for  in-depth  interviewing  by  a  Social  Worker. 


5/25/77 

du 


-2- 


Yale  University 


Nnt>  Haven,  Connecticut 


SCHOOL  or  MEDICINE 

333  Cedar  Street  -  . 

Department  oj  Internal  Medicine 

May  31,  1977 

Nelson  Gelfman,  M.  D. 

Interim  Chairman 

Network  Coordinating  Council 

ESRD  Program 

Dear  Dr.  Gelfman: 

At  the  request  of  your  ESRD  quality  of  care  Committee,  I  have 
reviewed  the  file  report  of  the  project  to  develop  model  criteria 
and  standards  for  care  of  end  stage  renal  disease  patients  develop¬ 
ed  in  California  in  July  1976.^  It  appears  to  me  that  two  major 
comments  need  be  made  concerning  this  project  and  its  possible 
applicability  to  end  stage  renal  failure  programs  in  Connecticut. 
First  and  most  importantly,  the  criteria  established  for  this 
California  group  may  not  be  directly  applicable  to  care  in  the 
Connecticut  area.  Criteria  for  review  of  several  medical  problems, 
including  transplantation,  anemia,  selection  of  patients  for  home 
dialysis,  and  others  differ  in  some  respects  from  what  I  would 
consider  optimal  criteria  in  Connecticut/7  For  this  reason,  it 
would  appear  to  me  that  we  would  need  to  recommend  our  own  criteria 
for  such  medical  review.  Secondly,  it  is  clear  from  the  size  and 
comprehensive  nature  of  the  report  concerning  criteria  and  standards 
that  a  considerable  amount  of  effort  will  be  required  both  to 
establish  and  to  maintain  in  a  practical  way  these  criteria  of  care. 

If  I  can  be  afforded  more  time  to  carefully  review  this  document, 
I  could  specifically  tell  you  in  each  area  how  my  recommendations 
for  review  might  differ  from  those  established  by  the  California 
group . 

Sincerely , 

Vs.  iV" 

Alan  S.  Kliger,  M.  D. 

Asst.  Professor  of  Medicine 

/am 

| 

cc:  Paul  Doolan,  Chairman 

Quality  of  Care  Committee 


TO: 


Nelson  A.  Golf man,  M.D. 

Chairman,  Network  Coordinating  Council  // 27 
Danbury  Hospital 
95  Locust  Avenue 
Danbury,  Connecticut  06810 

Mrs.  Margaret  Dunnington 

Conirbtticut  Hemodialysis  Registry  Information  Coordinator 

3CTJBpulder  Hill  Road  - - - - *  •  * 

Ridgefield,  Connecticut  06877 


RESPONSE  TO  CALIFORNIA  AUDIT  PROJECT  ref:  LOCAL  ADAPTATION* 


1N0  LSRD  REGULATIONS  WILL  MOTIVATE  PARTICIPATION  IN  LOCAL  AUDIT  STUDIES: 

a.  that  facilities  must  participate  in  at  least  one  medical  care  evaluation 
study; (e.g.,  audit)  ^ 

b.  that  Medical  Review  Boards  must  use  data  from  ESRD/MIS  OR  their  own 
criteria  and  standards  or  both  to  evaluate  appropriateness  of  treatment 
modalities  for  patients  (ref:  transplants); 

LOCAL  IMPLEMENTATION  MIGHT  MINIMIZE  TWO  OF  THE  MAJOR  CALIFORNIA  PROBLEMS: 


a-  ™E:_  Majority  of  the  10  months’  project  life  was  spent  training  for 
audit  and  decreasing  resistance  of  a  selected  group  of  varied 
professionals  prior  to  initiating  studies.  . 

Since  then,  the  federally  mandated  networks  are  Min  the 
works"  so  a  nucleus  may  already  be  formed  to  approve  criteria  sets. 

Also,  the  ground  work"  of  methodology  and,  in  many  instances, 
quite  simple,  criteria  sets,  already  developed  might  be  adapted  in 
a  short  time.  ESRD/MIS  regulations  may  define  immediate  areas  for 
audit/study. 

k*  AUTHOR!! Y :  California’s  grantee/study  project  had  no  authority  to  assure 
responses. 

Connecticut,  as  a  network,  might  endorse  the  studies/audits 
and  thus  have  the  power  to  ensure  responses. 

The  Registry  experience  lias  been  100%  response  (finally  included 
two  units  which  needed  repeated  prodding)  on  a  voluntary  program, 
indicating  that  the  unit  directors  were  "sold"  on  the  registry 
through  their  professional  associations. 

(note:  Since  the  March  21  printout  was  mailed  to  units, 

continuous  input  has  been  received  from  10  of  the  15  units  without 
further  follow-up.) 

f  ""  \ 

OPINION:,/1  If  the  requests  for  additional  data  are  simple,  clear, 
an ct ‘'.minima  1  (most  units  do  not  have  clerks  to  do  the  enormous  volume 


III. 'cl  -  AT'J'ACIIMKNl 


of  Paperwork)  mid  if  l lie  requesting  body  have  Lhc  authority  of 
a  NCC  or  MRB,  responses  should  be  forthcoming. 

j ^bGISfRY  ALREADY  MEETS  MANY  OF  THE  CALIFORNIA  RECOMMENDATIONS : 

a.  Our  input  forms  elicit  recorded  facts  (not  judgements)  which  increase 
reliability. 

b.  A  non-medical  person  can  abstract  and  transfer  to  computer  sheets. 

c.  In  most  units,  the  same  individual  does  all  that  unit's  reporting  and 
is  the  contact  person  for  the  Registry  Aide. 

Better  documentation  leads  to  better  care":  Our  Registry  combines  into 
a  single  printout  information  about  each  invividual  patient  not  available  " 
in  a  single  source  in  most  units. 

IV *  FEASIBILITY  OF  USING  CALIFORNIA  CRITERIA  SETS: 

(a/  The  Registry  does  not  presently  elicit  all  of  the  data  in  their  Criteria 
^  Sets. 


Several  could  be  obtained  if  there  is  unit  staff  or  project  staff  to 
abstracT"  florn  our  495+  patient  files:  social  worker  contacts;  selection  for 
Transplant-;  ~optiofr"f or'  home  dialysis;  transplant  survival. 

(b  ®ur ^chemistry  data  does  not  coincide  with  either  their  renal  osteodystrophy 
or^anemia  criteria  sets.  Lab  results  giving  this  data  are  probably 
reported  in  the  unit  files;  however,  obtaining  them  would  necessitate  a 
°f  monthly  or  bimonthly  reports  and  would  require  a  commitment  of 
staff  time  at  each  unit.  The  reporting  forms  could  be  simply  designed. 

nr*  r4'  1  ’’ 

(NOTE:  this  non-medical  person  cannot  judge  whether  or  not  the  California 

ciiteria  chemistries  might  already  be  in  our  Anemia  Study  (copy  enclosed).  Computer 
space  is  already  programmed  locally  for  hemoglobin  and  hematocrit,  so  these  could 
be  studied  if  units  are  willing  to  supply  the  values  for  several  weeks  or  months.) 

c*  A^  study. -.of  transplants  appears  to  be  needed:  _jthis  Registry  .Aide  did  not 
observe  much  documentation  in  patient  files  about  previous  transplants, 
deration,  etc.  We  are  not  requesting  this  data  in  the  new  Patient  History 
Form,  however,  We  are  developing  a  file  of  patients  transplanted  since  our 
first  complete  Registry  in  March,  1976.  The  California  report  noted  that 
the  national  registry  does  not  follow  up  transplants  past  12  months. 

V.  POSSIBLE  IMPLEMENTATION  OF  AN  AUDIT/STUDY  PROJECT  UTILIZING  OUR  REGISTRY: 


a.  INITIATION:  studies,  and  the  criteria  objectifying  them,  should  be 
initiated  by  an  existing  "authority"  group  such  as  the  NCC  or  MRB. 

b.  IMPLEMENTATION :  A  staff  person  "Coordinator"  could  then  carry  out  the 
following  tasks:  work  with  computer  programmer  to  translate  requested 
studies  into  programs;  develop  forms  for  inputs  from  units  and  forms  for 
computer  inputs; 

communicate  authorized  requests  to  units; 
receive  responses  and  follow-up  nonrespondents; 
transfer  to  computer  forms; 
coordinate  with  computer  programmer 
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chock  out  put  for  accuracy;  resubmit 
noml  feedback  to  units;  be  aval lab  1 
units,  be  available  for  questions  f 
analysis  for  authority  group 


omissions  and  errors 
e  for  questions  from 
rom  units;  prepare. 


The  California  project  recommends  that  data  be 
this  seems  advisable  to  protect  confidentiality 
and  accuracy  of  data. 


supplied  from  units 
of  patient  records 


J 


To  facilitate  th 
should  fulfill  b 
knowledge  of  the 


:  various  stages 
'th  coordination 
project. 


of  the  project,  a 
and  clerical  roles 


ingle  individual 
have  overall 


If  the  authorizing  group  feels  it  is 
also  collect  the  data  from  the  units 


necessary,  the  coordinator  "coul'd 
(but  not  recommended) 


VI. 


It  would  appear  to  be  optimal  that 
with  the  information  coordinator  in 


unit  staff  work  in  conjunction 
the  data  collection  process. 


OPERATIONAL  REQUIREMENTS: 


A  central  communication  center  for:  files,  sending 
sending  and  receiving  telephone  communications. 

This  could  be  shared  space,  although  work  area  and 
would  be  necessary. 


and  receiving  mail, 
typewriter  availabil 


i 


ty 


Access  to  computer  facility. 

Equipment:  typewriter  (paper,  carbon,  ribbons,  etc.),  mailing  supplies 

(clasp  envelopes,  address  labels)  marking  pens  (for  computer  inputs) 
file  folders,  file  drawers  (currently  four  portable  cardboard  drawer/ 
boxes  are  being  used),  desk  or  work  table  with  supply  drawer, 
telephone  (shared),  access  to  copier. 

ill  I .  COST  ESTIMATES  OF  DATA  COLLECTION : 


a.  As  a  rough  measure  of  time/cost:  Maintenance  of  Registry  (after  all  units 
visited  and  registered)  and  preparation  for  updated  March  21  printout  - 
68  hours:  December,  Jan.,  Feb.,  and  March  =  $204.00  wages. 

Special  project  (changing  the  program  for  500  patients:  involved  consultation 
with  programmers,  redesigning  and  typing  both  the  unit  input  form  and  the 
computer  input  form,  and  recategorizing  primary  diseases  and  complicating 
conditions  for  all  patients,  entering  the  new  codes  for  the  computer)  - 
35  hours:  December,  Jan.,  Feb.  *=  $105.00  wages 

Because  of  the  time  log  of  the  incumbent  was  not  complete,  a  Coordinator  should  be 
planned  for  at  least  15  -  20  hours  a  week;  more,  of  course,  if  it  is  necessary  to 
obtain  data  from  the  units. 


Expenses  during  the  time  this  Aide  has  been  working  with  the  Registry 
(November,  1975  through  December,  1976)  -  $  76.85 

(primarily  mailing  costs  &  gas  -  .15/mile)  There  has  been  no  expense  for  duplicating 
hundreds  of  pages  of  forms,  some  mailings  done  through  the  Hospital),  typewriter  and 
supplies,  phone  service,  or  office  space  and  equipment. 

-V 
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